2025 4= 11 HkiT (55 5 IR

H AR YRS dn 0 $H7E 75 872499

EEXRAFEA—T+—L

H AR B SEA BT 1F 208 E5E 2018 (2019 4F F TR ([ HEHLL THERR

JEE SRR B! GLP-1 5B EEIER
B~ NVFR GBI THEBEZ)

Ha3—E°K T330.25mg SD 3 —E°KR T7;30.25mgR> 1.0MD
3 —E°KE T;¥0.5mg SD HId—E°K T;E0.5mgR> 2.0MD
I —E°K Ti¥1.0mg SD Od—E°K T;E1.0mgR> 4.0MD
3 —EE T E1.7mg SD HO3—E°KR TE1.7mgR> 6.8MD
HId—E°KR T¥2.4mg SD I —E°R T;¥2.4mgR> 9.6MD
Wegovy” Subcutaneous Injection SD Wegovy" Subcutaneous Injection MD
bl ¥ | HEEH
WOF o BOH X 4y | B S ER ) EE-EREO S ICIFERTHIE
r7:z‘i»—l::§ﬂj?%0.25mg SD. :1/’:|?’:(O.5mL)Efj ﬂv&:/v%ﬁi(ﬁ{é%fﬂ)}ﬁ%_) 0.25mg
AP b b SARAAAR  oEley i
U —E R FiELTmg SD ¢ 118 (0.75mL) B~V F R BT Z) 1.7mg

U —E R F1E2.4mg SD ¢ 115 (0.75mL) ' B~ F R GBI FHH#Z) 2.4mg

A =N
L o B mE e FHE0.25mg 2y 1.0MD: 1% (15mL) i E~2 /LF R GEiE T-##Z) 1.02mg
T —E R FYE0.5mg~Sy 2.0MD: 175 (1.5mL) 1 B~/ TR GG FH#Z) 2.01mg
A —E R L Omg Sy 4.0MD: 1 BmL) B~ LFR GEEFEHEZ) 4.02mg
A —E R L Tmg~%y 6.8MD: 15 (3mL) B~ Z L F R (GEFEH#Z) 6.81mg
A —E R FE2.4mg % 9.6MD:  1fE(BmL) 1 E<ZLFR GEIEFEHEZ) 9.60mg
B i 4 & B~ AFRGEETHBZ) (JAN)

£ 4 : Semaglutide (Genetical Recombination) (JAN)
SR TR FEAM H R AL IR 7EBR e
FHH £ HH FEHH

7 —E"R TVE0.25mg SD
7= —E R F{E0.5mg SD

7= —E R T {E1.0mg SD 202343 H27H 20234F11 H22H 20244F2H 22 H
= —E K L. Tmg SD
72— T ¥2.4mg SD

BWE R JE KGR AE A A
o X M A #\

o 4
e g8 BB o k. 25me s LOMD

= —E R F{E0.5mg 3 2.0MD
3 —E R F{E1.0mg 3 4.0MD 20254£1 A 15 H 202545 H21H 2025%7H 18 H
72— FiEL Tmg Y 6.8MD
A —E R F1E2.4mg % 9.6MD

WA ) | ® O R OB T R IATaRT Tr—~ A&t
S 4| Tee—varit#E o FRV7r—~HREH

IR INT AR Tr—<RRA &St SR T HERE
Blow & b HF & 0O | Tel 0120-180363(ZV—F AT /L)
EIRBAGRAE AR — 22— URL https://www.novonordisk.co.jp

AIF 13 2025 4F 11 ASGETOUIT—E R T SD Z25WNE 2025 4F 11 ARGTOUT —E K T iE MD OF FIR ORI SEHET L,
FO ORI, MNATEOE A 3 ERE SRR A BB ORI E R R AT THERL TTEEL,



ERMALFE2—T+—2FIHOFF | EOBE — B Amp Al —
(202044 11 23 T)

1. EERAVEAE 1 —T+—LIERDBRIE

=R S O FEARRI 72 BRI e L C, R RIS SCE (CUT, IR 3CE) 0385, RIS C R - KA
RSO ERACFE DY H 53R B2 R 3L O3 IE6 AR 8 ATE 9 2B, MU RS e 24+
D BENSFERIZR T S LB G A 0300, USRS D EIKIFHIL Y (LT, MR) ZE~DOEFROEMEERSOE RIS
ODIFRATEL CETCND. ZOBR UL E R ERA MR AT T D0 OB VAN L CTEER A Y 2 —T - — A
(BLF, IFEmET) 338 L 7=

19884F1C H AYRPESEAIRTES (LUT, B FiE 2/ NEESNIFONET, IFFTHEEk, IFRLaEHEE R EL,
Z D% 1998 BRI AN 3/ N B3, 20084F, 2013451C H KR 3IFHE B SN IF i B HOWET 21 T- T
&7

IFFEHERE2008 LARE, IFIIPDFOE AT — X E L TIREET 228N R AL o7, ZUcdD, B eEo £
RUGT RS T 5 BICUGT ORILT — 2 & BN 7ZIF SRR D Z e b o Tz, BEHThRODIFIE, ESR AL ER
FEZHHEAHERE (LT, PMDA) O ERHAER S RMREBON—
(https://www.pmda.go.jp/PmdaSearch/iyakuSearch/) {Z CABISIV TN, BIRHTIL, 20094 L0 HiEFKGHOIFOE
AR T DL L TIAHE 2 —T 4 — DRFIS 1R E L, 4 OIFB R SCEE ST D EFE A #REL T
W EIFEA Rl TS,

2019 DA SCERTREEED LI A, [IFFTHEEE2018 N ARII, AR HIESE SO IR it
IGENZBET 2 HART AL BT D IE I O T8, O EHIRE R E L.

2. IF&l&

P RASCEEOEREMEL, E - SRRSO EREFE 1S oo T HFEBIONER, EIRGHOMEEEO
T2 DIEH, WITFRFOT-ODIER, FRDOID OER, EIRLOMEIEE OIS OIER, BB T T D=9
DIEREENERIS IR AR DO ER AR EL LT, HWREEANTTHREEEA R EL, RO DI Y L E K
SO REEARFE U ZARGEICHE D DA IV ER S ORI A AEL QO DA B S E AN DD,

IFIZRRH 92 T8 B A B REEAR B LIRS B C YL, — S DB A BRE AR OEIAN O R FEHS
N5, 72720, BRSO B AL O L OFI A B DG - I - 423 R E HIE R IF O EE 1372
Bl BNHX D e, BERASEDIREESIEIRI, FIFHE B O - I BT 3 2L b1, MBI f5EE
BDHLOLVVFREERF O Z LA RIfRE L TN,

[FORBUTE 77 —FaFAR L, BERAZETORURTMA TR .

3. FOFAIZHF--T

T EARDIFIE, PMDADEFRHEIESEEIRR O — G I ESNTND.

RUIRA F TR IR LA L A 22— 7 4 — DERRD T8 [& 1> CIF B -2 28, IFOF S a M E %, B
BHIAR R L CODIEHCIFERIRH CFEs LR VB IS DWW TR 2 O MRS ~DA L X E 2 — (LRI E B
LISNEEFESYE, IFORAMEEZEDDLEN DD, £, FERETSND T EOTEESI 2 FEIC LT
1, IFDAETSNAETORIE, HERMSEIRUET DUGETNEE DN LT SGES, HAWIT SO EIRK LIS TR
et —E RS LD ERAIRTSE B S 928012, IFOM RIS 72> T, FBrOiRn CEE PMDAD 3T [E 77
FEBERRB O — THER T D RENDS.

7%, W IEAH R0 M DOMERD MBS TOAT V.5, BRI 2TXIL. Z2EEkH, XL HE I35
H B ZI3AGRE T QORUVMERD E ENDI LB, ZORFNNZIT - E T & THS.

4. FRICBLTOEES

[F% B W EBIZBWO TR T ZENTERWERMERFEL TEAL T2 &0, IFIX BREROE B %1
T, YK ORGEIGE TG DD ENMER - #2432, IR IEME A O DTGB Ch D LD
BSFEA, Fodl- RBUCITEILS, EREREOWE, AMWER QLMD EIZ BT IO LA HAISCIGE
TSRS AR T AL, B —R T 7577 A LD R — ERREZ T E %1572\, IRFEI SR I EE)
HARTALTlE, RIKRIRCEKGEINO FEEIZ BT AR DN T, BUEIRMBZERERIEFE D LORDIETT
IPHZETZEL T Z 2N ESITERY, MREA~DA LAY 22— HHO FAEZRE 1LY, FIAE BLRIFONEE T
BERHDHRELDOTHDAZLEFRRL TERIT UL b7, R ENSEL N A FROB AR ILE HERL, T D
R E Rk, ERBUC R A0 EA A MR A Z LR FIMO AR THhY, IFEFIHL T H % ¥%5% B I
HHHDIZL TUNTEE T,




BR

. BEELCRT 2THE e 5
LI E 0L 3 = T 5
2. B D AR e 5
3. B D BEFZEEIEFE e 5
4. BIEFEARICBELTRAMT NEEME 6
5 ARFHRURE-FHALOHEEE........ 6
6. RMPDIEZE ... 6

O. ZFRICETDIEHE oo 7
LT 2 7
R L 2 7
3. BE IR o 7
R S W A 0 e N 7
5. (b2 REIRIEIARE 7
6. B4, Ala, BE, B8&ES s 7

M. AZESCET2THE o 8
NI 7B R (=2 T = 8
2. BMBRADERBEHETICEITSREE ... 8
3. B D ORERHERE. EEE o 8

IV, BANCEET DB v, 9
8 I -1 9
-1 (1D F 3 o 10
3. AMTBRRBEDHARUBEE e 10
VS 3 L i T 10
5 BATHAREMEDH DM oo 10
6. HFDEBEUTICETEIREME e 11
7. FELERVBBREDREME e 11
8. thFIENEESE L (WIBILEMZEL) .......... 11
ST T oL i N 11
10, BEEEIEE e 11
11, BB ESNDEM IR s 12
P 1) Y i 12

V. WBRICETDTHE (e, 13
1. BNBERUETNER oo 13
2. PRERITHRICEETHER e 13
B. FUEARUFE i 13
4. RZERVAZEICEETDER e 14
SI-37 3572 16

VI. HHEKEIZB T 2THE oo, 26
1. FEZFWICEEHILEMRITILEYEE.. 26
-3 = == N 26

VI ZEPENREIZBI T DHHE oo, 29
1. A EE DTS oo 29
2. BEWIEEIRII/INTA— e 30
3. BEM(REAL—Sa ) BT e 30
L/ 3 N 31
LT X 31
(ST 2 o SO 31
UARE 2 3 N 32
8. MOV RR—F—IZETHIER e 32
9. BEITKBBRETE o 32

10. BEDEREA T OBE 32
T D e 33
VI Z24att (R EoREES) (B4 51EH. 34
1. BERNBEFDIER ..o 34
2. BERNBEFTDIER oo, 34
3. EEX T RICEHET HFELZTDER...34
4. RERUVREICEETHIELTOER...34
5. BEELRERMEEETDER o 34
6. HENEREEITLHEEICEHTLHEE ......36
WA = = == 38
1 == N 38
9. R ERRICRITTEE e 50
RO T} 5 = 50
11 BRAEDEE e 50
12, FDMDIEE oo 51
IX. FERERAREBRICEET 2THE «ovvvvieieea, 52
1. BEIEERBR oo 52
2. R ER e 54
B EHICETAIEE 57
LI 32 = 57
AR =5 -1 | DO 57
3. A R CDITIE e 57
Vi1 E R Y B 25— = S 57
T E = 115 = R 57
6. R— R " RINEE oo 58
7. EEBEEFERB e 58
8. HMERFARBEABRUARRBES, EEE
ZUINEHFAB, BRFTFEBFEABR s 58
9. EEXIEHEREM, RERVEEEEEM
FEDFERABRUZTDAR oo 58
10. BEERE BIMEHREARERABRUE
L2 S SN 58
11 BB AR o 58
12, REARBFIRICRET A1ER .o 58
EIECTRE=S = Rt N 58
14, ARSI EDEE e 58
DG B | 62
1. BIRASER =& e 62
R Y IO E =" SR 64
XII. BEEE s 65
1. EENETORETTERIE e 65
2. BIMCBITAEERTIBER ..o 68
D || B =, 73
1. AF - REXIEICRLCERREIBRETSICHT=
NGO 1 73
2. FDMDBIEZE oo 73



B = %

W B EANE
AgRP TV —F AT TR
AUC A A R — R ] R T T
BMI A IR
CART aABAL T T 2B R G EY)
CCDS w¥PET —#—h
CGRP TN = BART- BT TR
Couax Foc e I R
CT Ao —XWiEIRE
CYP Fh7 1 1P450
DIO BRI 5 A
DPP-4 DRI FONA_TFH—F-4
eGFR HERURERIR A0
GIP TN — 2ZRAFEA L R SRR Y~ 7 TR
GLP-1 TIRNARRNRTFR-1
HbAlc ~EZ T Ale
HDL ELEIARZ s
JASSO ER:N =
LDL R EIARS s
NPY a2 —aFFRY
PK S EhRE
POMC TRAEAAT AT
PPK R SR E) g
SD HAMmIE
SGLT2 FRUY L7 L a— RS A2

= —E i FHEESD

My=—e“p F#0.25mg SD., [Flf FiE£0.5mg SD. [FIf FiE1.0mg SD. R TiE1.7mg SDEXOFEEL T
1:2.4mg SD | DRFR

v —E " FEMD

M7 —E°H F10.25mg~<> 1.0MD, [F% FE0.5mg~<y 2.0MD, [Fl& FiE1.0mg~< 4.0MD, [Fl%
TELTmg~ 6.8MD K& VAl 7 FE:2.4mg~> 9.6MD | DFFR

b B FiE

M2 —E K Fi#0.25mg SD, [Al7E0.5mg SD, [A{#1.0mg SD, [Fl{E1.7mg SDM& ONFEIH2.4mg SD7Z2HTN
\ZU 3 —E O T E0.25mg X 1.0MD, [Al¥£0.5mg~ 2.0MD, [F7E1.0mg~<> 4.0MD, [FE1.7Tmg~
> 6.8MD K UNFEITE2.4mg X 9.6MD | DFRFR




I. BMEICEHISEE

1. FAFRORE
72— Rz F1E0.25mg SD. [R{E0.5mg SD. [FlE1.0mg SD. [RlE1.7mg SD M OVAIFE2.4mg SD (LA, 7= —¥E"F FESD) Zeb 8
[y =2 —E Rz F1£0.25mg~<> 1.0MD, [A7¥0.5mg~<> 2.0MD, [F]##1.0mg~2> 4.0MD, [Fl#F¥1.7Tmg~> 6.8MD & WNAE2.4mg
A2 9.6MD (LUF, v —E L FHEMD) (T3 —E R FHESD | R N2 —E [ FHEMD | O EZ LT, v —E K TiE) i3,
F =D IR INVTF 4 AT LI GLP- 132 AR EBI S SN A NGLP-1 7 T u / HTHY . ZDH RIS T
T NF R BB (BT, B2V FR) i3, ERGLP-1:94% D MR Z L DY,
GLP-UZ/ NGO LMD SN A L 7T RVETHY | FERE TIEROIE), FRIZRIT 2B EMGERE2F 528
DEIHIL TS,
T VFRIE, GLP-IZFEE LT MICBIT 5B OFREIREI U CTER T 2280 XY | IRRE B I U TR E
DN RAEFAET DI ENFINAZENE TIERGE | 20 HE I R E LT B R E 1T 72,
IR TE, WA E ST BF E x5 e Uiz, 20 OE BRIE R S 3R (NNI536-437 37 Bk M UNNN9536-4374758)
K OVE BRI R SRR R 7 BIHERER) (NN9536-43827385Rk) 24T\ VA I K N S HER SN T-Z &0, TIRAE
72720, miiE, BB B EE SUT2RPE IR OWT E G L, BFEE - EERIEEIT> ThHaRIR RS0, LUTICH
Y DEAITRD, BMIS2Tkg/m?LL_ ETHY, 2-0LL EORGGIZES#H A ELEHF 35 -BMIAS35ke/m?LA | & ZhEE %
LU, 20234E3 H 27 B HLEE F O~ RE AR ORATHHY T — K FHESDAVKRRE -, £/, 202541 A 158 (2
Hlal i O~ RIE AZRORAFNTHHY T — L FEMDAAITEBINAR A E G EL TRRBINT,
Z D%, BRSOV M K 2B 538k 17.1.412 B AR A Z8 Eo[E B 4L 7 55 AR B AR BR[O\ T 202543 H
(B InEiT,
WM B TIT, RES B A 20RE TSR E L T20214E6 A 4 H IR E T, 20224F1 A 6 HIZFINIZ TENENAREIN TS
(AR5E4 : Wegovy) .
Fiz, AFIZBW L, F—AR S ORAIL LT, BRI GOFERAITHLIA B E Y/ K FiE2mg GKFR H : 2018453 A 23
H) KON H 1RGO AFITHAV LY 2%6E3mg, [FEETmg & ONFEEE14mg KRR H : 2020456 4 29 B ) S22 [ 2Bk R
975 BN RE LT R E L TRGREN TNV,
3¢ A ARNER S22 (JASSO) O R UETITAEmIZ3% 24 5

2. S S OAEENHE
o U bR NI, EMHERIR OIS AERGEI, BRI TG OGLP-1Z FRIEBZK THY , HO U IR D
EATHL R ERE EIRIEEZTT > T R ENELNRNGEE T, EWIRROX G LU Gt L HIBT SN = BE D
HERBLELTND, (V. IREICETLHA 1. 2833 E) . TV IBRICET2HE 3. HIERUOHE (1) HiEK
O BEOMH L VL FNEACEET2HE | OESROZL)
®  AARAEZETEMERE  Ex gl Uz, EEEIFESIERER G727 HIHRRER) & 0220 E 3 R HITHE R D68
M ORIV RERD R RESN T2, (V. RIRICBITAIHE 5. BEREGE (4) BREERIEER DA IER
FAERBO~QDEBHEOZL)
SCEN TSN ZhBE ST R R NS TUITESRWVEE N — & FN A,
o EKARMEMREL T, RMAE BEEARI)  SPERES (0.1%) . fHFESE, IR 28, BH DS TRMESE (O b BEE ARH) AL
A BEER) NSO NHZEN DD, EARBIVEM GEEESNLLF) LT, AAEGE . B8R, H.o, TR, R, 6%, 1k
AR, B, M., I AmE ST, (TVIL 224t (B Lo B3 5HEE 8. AfEHRI0ESRD
L)
3. MO HF|IFEHMFHFHE
® UI—VCUHTFESDIE, BEERNETE VL VEEARICEY LB O R = ar Bl TH D, (TTV. AN
B9 2HE 1. A OHESROZE)

® UI—UR FIEMDIZ, ARGy DIk e G A5 — Ny Yty UG- BEE EEEEH O e R —Ta )
i CHD, (V. WANZESTLHE 1. AE I OHESMOZL)



4. BEFRAICBELTAMT NERH

W IERE IR D84

G B
A (T | BAML, B
RMP (. BEECBIT 25 H 6. RMPOEE | OB ROE

BMOVAZ e/ MEiEE & LT

ERRGEFE T B E A T = — e B NS B 508 E A OISRV
SBEMTEEM G [T —e BT E ZEMICT DR

TER S TSGR M. I THEE 6. RMPOME | K OVXIL %5 2. ZOMoOBEEE R} |
DESRDOZLE
Tl AHEE D AR T A

fcjw il FAHEE D AR T A T~ NF R GEa R R) (RFe4 o2 —E i TiE)

NZTATBOE N 3R ah R O O R K ih (R R~— 2 )

PRI E o R TS A

< {7 SR O FA CGRAM A YE) D — BB IEZIC OV T (RIEF 1121815 : & FI5
F11H21H)

< {7 SR 0 FA (A A YE) D —FBE IEZIT OV T (RIEFE052055 15 - & F07
HE5H20H)

< JESEE DRIRE AT BB H T 58~ N F R Gl %) [ANARD Fcwa il
FAHEET A RTAL DFEBIEOG B FIEICOWT (R ER 1121525 A Fu54F
11A21H)

(IX. EEAHEIEICEETAIEE 14, BEGA EOREE I DESR)

5. ARBFHRUVRE - ERALOFIREE
() AEB&EH

(20254E10 H B )

IR SRS PG Z R E D b BN FEMT DL,

Qi@ FRLEOFREIE
B PANAN

72120 B AEE T AR T A ATHES N T DR B - R A EAE S Y, T IEM | 2 RSB D SR 2179,

6. RMPDIIE
[ 3R 5 U A S B BRI (RMP) ORI 3R
ZeMREFEE
[EEREESNTIAS] [EELREENIRY] [EERRRER]
AR i FOIR B AR (FLIRIRCHERR IR S HAIZIIT B0 M R AT ~D R
H ik aPEER EHRRE MR = BE ~ O GO Ak
ALY R (BPAZEE L) [
&5 PHIE
AL RY L HIRITAEDBE RIS N 7 R —
AT e LbE
BE IR P e N B 5
SUENRE R
JIE - B e g
AT HRFIHIE
ERL

| FRUCESSE MO0 OIED)

| BRI SYRZ 5/ MU D T2 DIEE)

PR 3R dh & e B AR AR DA YA B/ IMERHE OBEE
BEOEEMZLMERTES) BHEDYARI f/METES
O E IS VRS ) W H DY AT e METEE)
BMNOER ML EEARTES BADY RS fx/IMETES)

FIME B9 DR i & (e 7 BCF
%)

EERRDE A [ i IR A DR E Rt (V=2 — e BT
%)

JETHAE 2 okt G2 e L 7= R VP L2 B 92 MR A 8 P A A
(7 —E R T i)

B T IE AR E A OPER EAR B (V= —E BT IE)

A B3 D RO E E OB

BEL

) A BBy IR FIE, UL RE R O T — N LR DRMP

RO OEHIE MSLATRE N 5 i R SRR e B O R 1 R SR X — O CREE T D 2L,




I. 29 5EE

1. BR5E4

(1) 04
73— R F1£0.25mg SD 72— R FE0.25mg <> 1.0MD
73—z FE0.5mg SD 72— R FE0.5mg Y 2.0MD
73—/ F:1.0mg SD 73— FELOmg Xy 4.0MD
73— L. 7mg SD 72— R FELTmg Y 6.8MD
73— R FE2.4mg SD 72— R FE2.4mg Y 9.6MD

(2) %4

Wegovy® Subcutaneous Injection SD
Wegovy® Subcutaneous Injection MD

) BHDHK
LN

2. —f&
OEEAGESS)
T/ NF &R TFHEEZ) (JAN)

(2) % (fdi%)
Semaglutide (Genetical Recombination) (JAN)

(3) AT L
AT FR KL OPEST TR ~tide

3. BEANERERX

H,C CH,

Hls—u -Gly-Thr-Phe-Thr-Ser-Asp-Val-Ser-
o]

HO)C 4
\/\/\/\/\/}/\/\/ﬁl_ Giu
J\/o o tlm
HN N o/\/
o 0
S o
N
Ser-Tyr-Leu-Giu-Gly-Gin-Ala-Ala-Lys-Glu-Phe-

lle-Ala-Trp-Leu-Val-Arg-Gly-Arg-Gly

4. RFRRUVAFE
%%ﬁ 1 CigrlH291N45059
Sy1-H 4113, 58

5. tZ4(MAE)RIEKRE
Nz Y=/ FRIL, IR bR N T AT FR-1(GLP-DEZAAR THY . ERGLP-1D7~37F H D
TIBRITAIYS L, 2% B OAla & U028% H DOLysi, TNEN2-T/-2-AF /L7 u Ui e O ArglZ RS
N, 1,184 2725 > "B UEDGIuE O2fE D873 /-3,6- 4 XA 7 2 g TS o) I —%
ML TC20%E HDOLysIZFER L TWD, B~=Z VT RiL, SUBDO T I/ BRE LN SR DB~ T F R Th o,

6. [BR%, B4, BBE, E5ES
TRBRAK TR S ¢ NN9535
FuY xR NNI536



. HHA5ICEY HIEE
1. R
(1) S8R - P4k

T~ A FRIZAG~MITAAOKRRTHS,

(2) /afrrt

B~ NTFROK~OEMNEIZ178mg/mLAE 2 TVD,

pH3.0~5.51Z8B W THEMRMEDIE T IR T L . ARpHELFH O K ~DEEMFMEIL0. 15me/ mLA THh D,

T~ N TFRITEZ ) — TR TETFIZO (90.3mg/mL) .

(3) iR T4
AR THD,

(B (SRR . RER
TR

(5) ISR ARRE TR
U GERHRL

(6) HEARH
AR L

(D ZDHeD 3R IENE

SRR N A RUKE CIIE 972 894,56 (BEMESRE) | £95.4 GEEMESRMF) ThD,

2. A DEREHTITEITOREN

AR RAFSRIE | PRATHIR TRAFTERE BRI H GES
KEIN
iR R
o —20£5C, - R LR RABR
BRI e 60BH | oy rori o sugenn | st it Bk
HeiE
& i GERE)
EEIN
RS C.L & e B R .
IR SEIC N | 128 | ey o) Cmisnn | st EAbL
LT
& i GERE)

3. B S OFERSEE. E2iE
NTFRw 7RI~ N TT 10—




V. RN HER

1. Fifiz
OF:ifi10]=9:]
e Vil oA o XK H|E S A oKX 4 i HE
0.25mg B E NS E VDRSS
0.5mg By LI HEIEH O B
I —E R FHESD 1.0mg —arfllihch o,
1.7mg
2.4mg - . .
~ N I AR v
0.25ma A A B RREAOREE T o
0.5mg MNwPZvy LT85 & E.,
M= — R FEEMD 1.0mg BHEFEH O R—a il
1.7mg mTHD,
2.4mg
(2) BF| D5 R B UK
S8
73— FHESD 73— FEEMD
8 o ==n = | () @
(resooner Aebsea e ] _CTrT oas] =
| =)
ey o 2 _i
'Ill — | — |amxﬂﬂ’ =
L o] -
- — Ih ' J
| e »
B — | (ESe) s
=y .
= ©
0 - 73— T SD,/ U2 —E R i MD
0.25mg 0.5mg 1.0mg 1.7mg 2.4mg
WA (hT—HoMm) FANTY—> FA4—TE Y 7o =T — | Fya— LT —
i 7N O~ ZTWADW THD,
(3) #EAIa—F

LW (TQRBN DAL OPER | OIHZ RO L)

(4) B4F| DY %
PH 7.10~7.70
HBEL @1
(G G a3 o Y ) "

() 20t
BB




2. BH| DMK

AR CEMERS) DEERTHMHF

115
) VA —ER T HESD
0.25mg 0.5mg 1.0mg 1.7mg 2.4mg
R 175 0.5mL 0.5mL 0.5mL 0.75mL 0.75mL
BRI S | Be VTR GEIE R Z) 0.25mg 0.5mg 1.0mg 1.7mg 2.4mg
PNEL V& e al N Ly SN I 0.71mg 0.71mg 0.71mg 1.07mg 1.07mg
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Y —E O FHSD U —E K FEMD
<0.25mg> 0.5mL X 24, Hul i B 2% [F A <0.25mg> 1.5mL X 24 Huhan B35 A A
<0.5mg> 0.5mL X 2, B FHA % [Fl A <0.5mg> 1.5mL X 24, Bl B3 &% [FIAH
<1.0mg> 0.5mL X 2A%, Bl i 4 [F) A <1.0mg> 3.0mL X274, Bl iA £4 R
<1.7mg> 0.75mL X 24, Bl 2 BH 4 [RIAH <1.7mg> 3.0mL X 24, Bl E2 R
<2.4mg>  0.75ml X 2, Bl Ul F4 rl i <2.4mg>  3.0mL X 24, BB I 4 [F A
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V. AEICEI HIER
1. ShEER T ZHR
HEL
712U, @R, IR B E 2B RIF OWT R A L, REEE - EEFREEZ T TO Rl B mon 4, LTIy
THEEICRD,
*  BMI2N2Tkg/m?LL ETHY, 2-0LL EOEGGIZ RS 4 AR E2 A 55,
e BMIA335kg/m2 -

E L)
AN TZhRE AT R 11 BLF OISR E LT,

ARFRNZ I DIETTEIR OB 2 AT LRI THY | R diiyh, MmEhRIE L O TEED DR A A TE BB O FEE3~6 H % A 4L
ST D2 EAHERES N, AETEE IR O U= CH B E XL A THED S ER ALV AIC, YL EBETH2Le&n
T3,

H AN 23 ATONRIEZIET AR T AL (LAT . JASSOTARTAL) 2B N T, MR Z LB LT 5K e TH DI IE
DOFWIHET BMI2325kg/m*LL EC, 2> > OIEGIER 72 W UBTEL | &2 535 (EIC I E T2 TR 3 I s D)
EFEREZ AT 500, IO EZ NI VEY A B (7 = AN BRI DAY —=2 7 CIBIE I S E M b,
JEECTREIZ L » CHeERZ M 7=NIBNE IR AERS) LS Cnd, £/, BMIBINE , AEICEEE 32 & OHES KL OWE T SR
IZEE A LS TIY ., ORI B354 HHE D OBE T RIFBMIN2Tkg/m2 A #8 2 2 EHI N+ A AR D SN0 512, D
MAERVAZR A NELIRDIEDTRIBENTNDST, AT, BHARANIZL ALNDNIEIEIARCE I, MHFaemEss, &)L, i
BEREIEDOVATINFNEMEL ., DMERBOFBIECIET VAT RNENEE 2B, 22 EOVAZ RO EGIZID ., OIS A
DIEAT BFAR Y AT D2 20Z NI HLEDOMENH B, L EXY IEHERE DL, AOHEEZA L., 2> OBMIZ2Tkg/m* LA LD
HEMTITRDIBRON AOBEBEENLDFE N EE 2 BT,

EILE RGBS E UL 2B SRS A A IERE R 2t L L. JASSOTART A2 (2016) P TEFESN TV D IEIHIE D2 W Ak
HEIZ RV T ES LD L O R i 4 I | B - A e f 5 | L U Ct R i e LT, 2 E BRI B ITHRE C°h 5
W7 HIFEFER (43827308R) (281 28 btk K VL MO BRI SEFRE LT,

F72. BARAEBRE DB INLT22-> O [FE B R E AR RER (4373 X UM43743805R) Tl Mgk O IETIG RO FEReA i F 2 . 438235
DO*IEBE LR, 437338 Tld. OBMIA27.0kg/m*Lh 1T, 2o @ fE . N8R B e . A ZE Nk B Rr S R R e s L <1l
M RIRBEA 5 X T@BMIZ30.0kg/m?LL_E D B | 43743058 TIEXBMIA27.0kg/m? LA b C2RUBE IR A2 9 DR EE R H L,
4373 R OM43T4RBR O REM DH B JASSOH AR T A2 (2016) \HE~T- B EE L DRIRE U RICE B LIZEMICRITA Y77
=TT A EREL . F ORI S EREL,
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BANSNT- BEY FESZIHWTTH2L, [17.1.1 B
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JASSO TARTALAZINT DML O L FEEL, TOBMI A3 25kg/m? LL_ETHDRERIE DR WA 11 OREFEREE DS
HATSNDREFEREE D 2 DL LA B 5, @BMI 28 35kg/m? LA TH> D IEMAE DB W47 11 DREFEREE D) BATT S0
TEEEREEA 1 DL EA T2, BT b NIEIEIG S 100cm? L ETHAZEREFELL, | &N T, JEHE D2 W ALY
272 11 ORERERE X, (1) IRFERERETE (2 BUREIRF - MHERE S 772 L) (2) Be'E J i (3) i+ (4) /& JR B If i - 9 L (5)
TEAENIREE B (6) AMABIE - — PRI 58 1 (7) FET v — U ERB M PR BB (8) B R « ARAT: (9) BH FE M AR AR Aol I PR i {6
T« R AR SURE B B (10) ST 28R 28 (11) BETRE BEE B i T b,
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LEND 11 OfEFEREEA R BE - AR E | LU CEM LT, ZORBRICHAANLNI-HERE O EIXLL FO@Y Th
>77,

(1) Mt RERE 5 (2 TR R IPS - MM RE L 20 8) « 2 FUBE PRI 24.7%, 2 FUBEFRIBR LSS 41.6%., (2) N5E B s iE 1 86.3%. (3) i If/E :
74.6%, (4) = REEMAE - 976 JB\  35.2%, (5) TREEHARYE &2 2.5%, (6) AMAHZE : 1.5%, (7) FET /L= — LYERRRAMEITE AR 44.6%, (8) A#%
L RYT:2.5%, (9) BHTE M RERR R A o U JE A A « s LGP S A £ 10.0%, (10) SEBh AR AR 10.2%, (11) AT B8 s -
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(2) AERUVAZNOHRTERG B
FHIEIZOWT, 28 R IR B At S & LT HEA S TR R BR (41915858, 1 A 1[E13:5.) K OV RRER (36233054, 36265 R %,
1R 5) 725 ONT BEG B 2%t G & UTz4153RBROFE F D | AFED 1 H 1[E1# G- L3 1[A1 5. 7C 525 MU fE HR AR A3 R F2
FETHDHGE ., AEHIEELE D RERD R, BIBEE R OB T IR E 7B FEHEROR BRI, ARFEOM 1[5
HE1H 1A S CHENSEVITRO LN 122 05 BEOFR 5AHAE B 1R 5L LT,
FAEIZOWT, 41535 BRI AE & & T ol 55 i — S RNT O B D, RIROBRTR OB G E OB E G0 &<
o772 PPKE T VNS, 0.4mgD 1 H 1B 5-TO E EIRBEIZE T D Corn & [FIFLE OBRE BICRAIENHETE SN,
2.4mgZ FENFERBR OHEFFH £ ICERE LT, Fo, B ARANBHAE BF ISR 2R HEEH &2 55709 438238k T
L7mgBEbRRE LT, 728, W hOBIHERERIZB W T, #1[R10.25meZz Bl4a A &L, 48 M O T0.5me, 1.0mg, 1.7mg,
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1A 5% VAL U7 B RRBR (4382, 4373 B UM3T473RER) O EAEDDAFI DA B R OV PN SN2 72 D% E LT,

[ 72 BBREESORRICED BEEIEONR B A R U DIEN A R 5L, |
(i)
AN OHENARGRER (4382, 4373 K UM4374508R) Tl BB HEEOFRBLUZLD2.4mg CRA MR RS> TARE LT,
BLTHE L R AR 52 L TR RE LT,

13 HBHEENSEE, WA G ETOHIM 22 A H (481H) LU ETHIT, KOV R TELIZREGL, TO®ITHH)N
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PRIZNRE NI R E T D TG~/ VT RRA (LT A BBy ) TORRE (2 H #] (48[ ] LR L TR WS, Z
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HNEPEH IR DR 2
: BN BB D DN = L —
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TRV R~
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BHERE R O ESRIERT T TOAH

%HI*H NN9536-4373 5@{$Exﬂliﬁﬁ?ﬁ?§5ﬁ% 2.4 mg (5@ 1 EEZ ‘F}Q’Aj‘-) @ﬁé{jy[‘i&(}i%/ﬁ;fﬁ
S A b 1 A A OSHE A © | oFFEREOLESRE
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N— | Hila|§ 53R
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BER R K ONEBNEIEHEIT N CTOARAI2.4 mg
GE1BIE FT#5) oGt R OZeto77%

EAIIGE NN9536-4379 | i (R B ST SR . kst § §
PR | STEPT PHAA GT5H) R it i T ——

O:FHEER O: &k

VRS EDATEERL TOROREBRICOWTITIR 5- B E %K

¥ A AR RS OFLMETITIER IS T2,

§ TRBRIK I 51RO e 4 D8I T I\ VT, AR & (2.4 mg) O TR A RAFI D 5-Sn T,

§ §4 o A (0.25, 0.5, 1.OK N7 mg) &1 2O & (2.4 mg) 25 Lo G W 2@ L T I A LA 2 vz,

T« AR RS iﬁﬁﬁfﬁ%ﬁﬂ& (252 88 % O TERMBS V203, AR MR B W TS RS LT
S (IVILFEE I T2 E 1. MPIREOHER (KRB CHRASN-IPIRE 2)EWFHIFRSE OHESROZ
&)

(2) BR PR ER
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[VIL. SEMEREIZBI3 2 E | OHESEOZE

2)QT/QTci R (NN9535-36523 k) 1
FERRAEERE (16641, #5-405RE 50 ([AH] (0.25, 0.5, 1.0 O'.5meZ 1[0 £ 5, 47892 FH &) 2 1638 M K18 5
L. DRI A8 B2 i U . s 1.5meD iE FRiR BB QTR DIER XA b2 b o7z,

) AR OARBS NI AL HREIZEL T OLEBY THS,
W AT, B2 VTR (B FHRA) ELC0.25 meh b GA B B 1R TS 32, £ 0% IT4E O RHIE T, 1=
0.5mg, 1.0mg, 1.7mgM U2.4mgDIEIZH &L, LARRIE2. 4mgZ 1 [B1 T RS 32, 7eds, BE OIRREIZIG U Gl HIs R T2,

NN9536-43825 5k 2D LB T — 4| %0% zt:%iﬂJ@QTc CRNTTHBEFMUT-FE R, AANZLDQTMROILE , 726
W~ VT ROBTREEEQTcE D BEEMIIFRO R -T2,

Q) AERGHERFR
M5 EARAAT (DBREERYRUER 1) A MERGERBR DS RO L

(4) BREERYERER
DA ZMEARGERBR
OER£FEENHEFR 77 EHEHER) (NN9536-43825K5%) 12
P s EIE, IR R T2 IRIE A2 L, 2> OBMIAN27.0kg/m? A T L , IR R AEL L IE
2HUBEIRIFTH T 6D C2-D LA oD AR L B~ 2 S HE R VA AT 975 X BMI2335.0kg/m* BA_E oD JE i
JiE AR 401451 (ARA2.4mg: 19961 (H AN 17941) . AHKI1. Tmg: 10141 (H AN :9261) , 7" F&A:101
B (BARN:89M) ) , 2BLFE R BBRZE LT DOV THE, FERIRENE I X B BE DO IRIE DS AR E L7025 7]
REMEN DD L Sz B I BRI ST,
B 71k D RHRER OCEERIERIT T CORFOEINER OLZEMERFT5, 77 R, —EHER
AA TR i a R
55k o ARHI2.4mg, AFKIL.Tmg T 7T wRE M 1A], 68 MK T 5Lz, AFNL, #1[50.25mg T 5%
BRAARL . AH 1. Tmgff CI4l M Z L IZBEFELZ0.5mg, 1.0mg, 1.7mg~, zlzﬁljz 4mgfECIT4EM T L
I EEPEAY120.5mg. 1.0mg. 1.7mg. 2.4mg~HE=L7-,
* B3 s N RTALB R 68IE IR E TOMRE L I O 5-68 1 IRF 5% LA DR T Jl/ ) A 2 pl L 7= 9k R
FFAfE H FHOHIE
ES A o FE6SIARFIT10%A EORE D A R L TR E OFI S
ml ok m 568 RFIZ15%LL LR ERAD AR LI R E 0BG
AT E H NR—=RFA B 5-68HH FFE T MM, i MK OHRE /ST A—2DZ4l
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FHEAHIE B ThHR—RAT AL Db 3% 56810 i £ TOMRE L3R K O 5-68 B 25% L, Lo
Wb % R LTSS OFIGICBEL T, 7RIk T A ARA2. Amg DM AV RS- (p<
0.0001, TRZHRDZL),

AFKN1.7mg B | AH| 2.4mg BE 7°Tvk B
(101 ) (199 i) (101 4)
R 86.1£11.9 86.9+16.5 90.2+15.1
N2 O Eke) (101431) (1994) (10141)
. 77.84+13.9 75.1+17.0 88.6+15.5
#2365 WO Eke) (98431)) (193%) (10031)
#4568 WIFETO -9.9+7.8 -13.4+8.6 -1.9%+5.9
IR AR (%) (9851) (1934) (1001)
T TR BEE ORER 22 Y -7.52 -11.06 ~
[95%(= fE X [#] [-9.62;-5.43] |[-12.88;-9.24]
. b s b A ) 72.4 82.9 21.0
SOEL LR AR & (71/98) (160/193) (21/100)
T TR DAY AL 11.08 21.72 ~
[95%(5 HE X [#] [5.53;22.22] | [11.27:41.86]

S = AR B 22 GEAR B0 | B % (% 24 18/ R 51450

a) ZEMEEZ MO TREEZMEE . LB Imc IR

b) 568N — AT AL DABEULEL_ DKW & R LT R E OFI&
o) ZEMTEEZNOTRAMEZ TSR, 0V AT 4y 7RI A T

KRBT 22 OMOFEERH | b, mE X OIRE T A= D7 H O R4 TRIC
Y,

REIZEE T 5% DA O FFEALTH H

. AKI1.Tmg Bt | AHK| 2.4mg B 75k R
&5 68 @R (101 1)) (199 i) (101 1)
. 3 b A 41.8 60.6 5.0
) (41/98) (117/193) (5/100)
. b o s A ) 24.5 40.9 3.0
LSEL E L) B S (24/98) (79/193) (3/100)

FE (3% 4 715/ R B4
a) N—ATALDBI0%LL EDR TR R LI E OFIE
b) N—=AFALIPD 15 LD R G IR LT IR OEIE

(MU, i R ONR BT A— 2 B4 5l 2H H

AR 1.Tmg £ | KAl 2.4mg #f VALY T3
(101 1) (199 ) (101 f1))
Sy 6.4+1.1 6.4+1.2 6.4+1.1
HbAlc (10141)) (19941) (101451)
%) B 5. 68 JHHE -0.9+0.8 -1.0*+1.0 0.07+0.8
FTHOLEE (984%31)) (19341) (100431))
Ry 111.7£26.2 111.2+27.2 112.74+29.5
2 N IR i pE (101451) (199%1)) (100%1)
(mg/dL) 5. 68 IR -18.3+£21.9 -19.34+22.6 1.74+26.1
FTOEbLE (9741) (19245)) (98%1))
AT 135+13 133+14 133+ 14
S 340 (101431) (19941) (101431)
(mmHg) 5. 68 A -12+13 -11+15 -5+15
FTOELE (98451) (19341) (100451)
OISy 85+ 10 83+11 86+12
PRy i+ (101431)) (19941) (101451)
(mmHg) 5. 68 -5+10 -5+10 -3+9
FTHOLEE (98431)) (19341) (100431))
AT 207.1+39.9 200.4+35.6 206.2+36.4
aLaza— (10141) (19941) (101451)
Mmg/dL) 5. 68 WIKFET -6.0+16.1 -7.8+12.3 1.24+12.2
DEALHE%) (9851) (19341) (100451
Ry 124.89+33.53 | 120.60%31.77 | 126.96=31.50
(10141)) (199451) (10141))
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LDEf/tXT Beh 68 WFET | -7.1£28.8 -11.8+20.3 -2.8+18.5
(me/dL) DEALHE%) (98451) (1931) (99151)
mg

- N 51.7+12.3 52.2+12.3 49.8+10.9

HD];thT ~RY (1014) (199151 (1014)

(mg/dL) B 5. 68 WIFET 8.0+18.3 9.5+15.9 7.1+13.2
DEALFE%) (9845 (19341)) (100451)
- N5 Ay 163.65120.06 | 140.8368.20 |154.70=108.98

NVAA4AN (10141) (19941) (101451)

(mg/dL) B h 68 HIFET | -12.2%54.7 -13.6%39.0 13.3£42.4
DEALFE%) (98431)) (193431) (9951)

S = AR v 2 R B11450

BIVEFIZ .. AH12.4mgRE10841 (54.3%) . AH1. TmgFE681] (68.0%) . 7T EAREE2041 (19.8%) T4
iz, F2REWER GEELIZERE OFEIG5%LL 1) 13, AF2.4mglt TIIHERE24.1%, F015.6%, F
FFI13. 1%, MRM-7.5%, BARIRGR6.5%, JE R PRLE6.0%, AF L. Tmght T FH119.0%, {HF418.0%,
J[315.0%, JEEASHERL9. 0%, MRS 0%, IEEBIEART7.0%, WAL B6.0%, BAkHIES.0% ThoTz, 7Tk
AEECIE, BELTERE OFEI S 2365% 0L EORIWERIZZRO LNZeh o7,

2BURE PRI % ST WIS CIR s B9 8 HHguImSsniehofc, 2B IR R %A
DHEERE IR R T MR E (56me/ dLASTH) FEBEPEAR M2 1 T S ek o 72,

D IEEIERZETART AL 2016 TERSNDILFIEDOZKIFEEITHLAD 11 OEBLEIIL, SHAEANLNI- BT OEIGIFROLERY,
(1) MiPhEgEmE S (2 BBE IR P - MHPERE L 772 L) - 2 BUBEIRIPT 24.7%, 2 BUBEIRIS LASL 41.6%, (2) FR'E B 5 iE :86.3%, (3) Ml : 74.6%, (4) &
SRERIMAE - 96 )8\ : 35.2%, (5) BRI AR - 2.5%, (6) IMAEZE : 1.5%, (7) FET /L — LMERRRATE T 8 44.6%, (8) H RRELH: « AR4T:2.5%, (9) P
S B AR P 2R TR G 0 T+ I (R S A A - 10. 0%, (10) SEEEh 22 8 - 10.2%. (11) FE i RSB B3 Bigdis - 0. 2%,

7 2) R (R CR ERE TR IR 22 08I &%) SUTARIMUHRE R 249 U (5%) A3 56mg/dL A O (R LA,

Q@ EFR R SFIHE R ER (NN9536-4373516&) 1°

o & BMIA27.0kg/m* LA ECEME . FEE SR E, PHEEMERERR I B PP UE S LI 2O A R B A A
T2 X IEBMIZA330.0kg/m* LA L DHERE 196 1451 (A7412.4mg : 130641 (A AN :6741) . "&£ 7K : 6554
(AA A :3361))

RERFIE - BRIRER OEBNRIET T COARFROANE R VLA RGFT5, 772 RAR, “HER
A TRER AR

BE5HE 0 ARZ2AMg XU T TR LR, 68 MK T &R E LTz, AANT, #H1E0.25mg THR G246 | 41H[H]
ZLIZEEPEAY120.5me, 1.0mg, 1.7mg, 2.4mg~HHELIZ,

ES H o RN=2TAU DR G681 R E TOMREL I K O 568 RHIZ5% LA LD IR B A R L 72485k

FEARE H HOEE

* 72 0 FE6SERFIZI0%LA LR E D A R L TR E OFIE

gl w8 Pe 568 IKFIZ15% L O IRE D & 2Rk L 7 OFl &

FEARE H N—2TAL ORGSR E TOMBE, if)JE K& OIEE /T A—Z DI

e omo . EEIMEEH THH R ATA DD 68 I £ TORBEA LI N O 5685 1 Z5hEL Lo
WD F R LT R E OESICBL T, 7T BRIk T AR 2. 4mg DB B 2R ST (p<
0.0001, FTEZHDOIL),

ARH| 2.4mg B T vREE
(1306 1)) (655 )
e 105.4+22.1 105.2+21.5
~AIA DR (1306 f) (655 1)
. 89.0+22.7 101.9+22.0
#2365 BREOHEke) (1212 ) (577 i)
#5 68 HEFETD -15.6+10.1 -2.8+6.5
IREZALE%) (1212 f51)) (577 151))
7 TR BEL ORER E Y -12.44 ~
[95%(5 #E X [iH]] [-13.37;-11.51]
. Iy A B 86.4 31.5
S%LL AR B E A (1047/1212) (182/577)
TR DAL O 11.22 -
[95%/5 FE X ] [8.88;14.19]
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Sl = AR e 22 GEARBIEO | BE% G% 215/ R 51450

a) ZEAEEE VTR A4

2

Patt 3

S EASTIC IR

b) 5681 KHI AR — AT A LB LA EOIRE D & R LIRS OE A

o) ZHMGEEE VT RIAMEZ A

REIZBTDZ OMOFHNE H | M, K& OEE ST A—2B4 DRl B Of R e FRIC

o 2y

et

BYAT 4y BRI G

AN I
REICBI T HEDOMOFENE B
poems | PRzl TN
10%L4_EAR BB ERR A 2 (835%212) (6;/25(;7)
15% LA b E i pl A D (61;3%5212) (284/'5977)

G G L 15/ FHA 51450
a) N—ATA B0, EOKRERD 2R LR E OFIE
b) N—=RTALNB15%_ EDRERD 2R LR E OFI &

U i T e ONRE ST A— 22 B DTl ZH H

AFH 2.4mg B TR
(1306 f31)) (655 )
O 5.7+0.3 5.7+0.3
HbAlc (1306 14il) (655 1)
(%) ¥ 5. 68 IR -0.5%+0.3 -0.24+0.3
FTOEE (1197 f51)) (563 1))

s O 95.4+10.7 94.7+10.5
iﬂ%ifm A (1291 f51) (649 )
(mg;dL) 5. 68 I -9.24+10.9 -0.4+12.7
FTOLE( & (1175 f51) (557 #)

IOy 126+14 127+ 14
IS 190 1, (1306 i) (655 i)
JE(mmHg) 5. 68 M -T+14 -1+13
FTHOLELE (1210 1)) (574 1)
ATy 8010 8010
PR 1. (1306 i) (655 1))

JE(mmHg) ¥ 5 68 M@ -3+9 -1£9

FTOEE (1210 ) (574 1))

Oy 193.4+38.7 195.8+39.0
ay aro— (1301 1) (649 1)
Mmg/dL) ¥ 5. 68 M -2.6+14.8 1.3%+15.0
FTOLELZE%) (1196 i) (561 1))

- N 115.30+33.23 117.14+33.33

LDE_j:XT Nt (1300 1) (648 1)
(mg/dL) 5. 68 W 0.0+28.1 4.4+25.9
FTOE/ZR%) (1192 f51) (558 )

- N 51.0+13.2 51.0+12.7
HDE;XT Nt (1300 151 (648 1)
(mg/dL) 5. 68 W 6.6+17.2 3.0+15.5
FTOZEALE®) (1192 1)) (558 1)

- IOy 140.9980.54 | 146.36+131.68

NZAAZIN (1300 5i) (649 1)

(mg/dL) ¥ 5. 68 1K -17.5+32.1 -2.8+33.9
FTOELFE%) (1194 1) (561 fi))

VAR AR A A R 51550)

BIVERIE, AH2.4mghE92641 (70.9%) . "7 AR HE295%1 (45.0%) THE STz, EREIER (FBELL
T- W DOEIA %L 1) 13, ARFN2. Amg e CIEHEL042. 1%, FHI27.5%, NEE21.7%., 8 51419.8%. W1k
RE9.4%, BRI, 2%, }3<U8.3%, MEH8.0%, HEHIAT7.9%., NERIE R 6.6%, BEM6.6%, 7R

FECITELG15.3%, THI12.5%, {FHA7.5%, MRM:5.0%Tdh -7,

M BE 2 EE 4T, AHI2.4mghE T8 (0.6%) 151F ., "5 B REET54 (0.8%) TR HEN

7=
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Q@ EIFE £ R FEIMFEEKER (NN9536-437451ER) 14
<t G . 2BUBEIRIRAE A 9 HBMIA27.0kg/m* LA _EOBEERE 121061 (A H2.4mg : 40445 (B AN - 421)) . AH

1.0mg: 4031 (B AN :36451) . 7"F &R : 403451 (B AN :47H61)) ), HE PR IF MAREIE S 13 35 BEAE O IR RE D

WD 2R LT BRE OBIS LT, I ERIC

0.0001, FERZBHOIL),

X9 D ARFH 2. 4mg DEBME D RS T (p <

REFELTRD AIREMERSH D LIS T BB TR ST,

RER G BERELONERIEEIT T COARBORE L NLEE2EERFIT 5, 77 2R, “HER
AT HE P b iR

57k KHFI2.4mg, AFN1.0mg I 7FwREZ 1A, 688 [Hf F5 L7, AANZ. BW1E0.25mg T 5%
BHAAL . AHI1.0mght TId4iH S LI BEPER)120.5mg, 1.0mg~, AH2. 4mgﬁ$’(‘ VT4 RS S B
F1Z0.5mg, 1.0mg. 1.7mg. 2.4mg~HEL7,

* o R=RTAU b H68ERFE TOMREA L K O 5681 Il 26% L E R A % R L7 iR

S A H FoEG

ES 7e 0 $H68IERFIZ10%LL EORE D AL TR OEIE

ml ko P 681 IFIZ 15% L, EDRE R &Rk L7 g O FE &

P A H NR—=ATA LB G-68 I ETOMYE, ME K ONEE /ST A—Z DL,

e om . EEGHEEE THOIN—ATAU Db EGE8IARE TORELL R K OB 568 FFIZ5%LL RO R E

KK 1.0mg B | AH| 2.4mg TIREE
(403 1)) (404 f51) (403 1)
N 99.0+21.1 99.94+22.5 100.5+20.9
~AIAV DR (403 f31) (404 f51) (403 1)
92.3420.7 89.6+21.0 96.8+20.3
B85 68 AR OFEke) (380441) (388 f31) (376 1)
¥ 5. 68 WHFETD -7.2+6.6 -9.9+8.0 -3.3+5.5
REZAL%) (380 5i)) (388 i) (376 )
T TR FEEOREM 7 - -6.21 -
[95%/E X [H] [-7.28;-5.15]
AH 1.0mg BELORER 7 9 B -2.65 B
[95%5 #H X ] [-3.66;-1.64]
. e e A 57.1 68.8 28.5
SREL BRI Ll (217/380) (267/388) (107/376)
T TR EEL DAY - 4.88 -
[95%{E X [H] [3.58; 6.64]
AFH 1.0mg BEL DAY AL @ ~ 1.62 -
[95%5 #E X ] [1.21; 2.18]
SR R AR 2 GEABEIER) | 514 % %24 B4/ R AL 5130
a) ZEANTEEE O TRIMEZ MR LB HTIC I

b) $H68MWIFIAN—RTA L INDELL_ LD IREJ A 2 E R LI HRE OFI S
o) ZEMTEIEZNOTREMEZ TSR B VAT 4 7RI IR H

REIZET22OMOFEEH | A, K& CIEE /T A—Z B3 58I B Off RE TRIC

wY,
(R TIC BT 5 2 O FEAE A
B 5 68 IS m | | anm
LO%EA b A ERC s Sl (1025/';8@ (17475/.??88) (318/.3276)
15% LA b A B 2 R A Y (55'3780) (10%5/588) (123}'327 6)

G0 G 24 15/ R 51450

a) N—ATALDB10%LL EDRTE R 2 Ak LI R E OFIE
b) N—=RTAL MBI EDOKRERD R L ERE OFI &
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B, i R OWEE 8T A— 2 (2B~ 5T TE H

Al 1.0mg B | AHI 2.4mg B 7w R

(403 #1) (404 1) (403 1)

25 Ay 8.1+0.8 8.1+0.8 8.1+0.8

HbAlc (403 f51) (404 f51)) (403 f1))
(%) B 5 68 M -1.5+1.1 -1.7+1.2 -0.3+1.3
FTOLE (376 1)) (381 1)) (374 1)
AT 155.7+41.5 152.7£40.9 157.9+42.1

72 B I 1fn b (395 #i) (396 #i) (400 )
(mg/dL) ¥ 5 68 M@ -36.5+45.1 -37.9445.9 -2.3%£53.1
FTHOLEE (367 #1) (375 #31)) (370 #51))

A5 A 130+ 14 130+13 13013

S 39 (403 1)) (404 f51)) (403 1)
(mmHg) ¥ h 68 @I -3+15 -4+ 14 0+15
FTHOLEE (379 f1) (387 ) (376 f4)

AT 80+9 80+9 80+9

PRI i (403 i) (404 f51) (403 f5)
(mmHg) 5. 68 JHF -1£9 -249 -1+9
EAQRY YAy (379 1)) (387 1)) (376 7))
N2 177.0+42.5 175.1+38.8 175.4%40.8

faavara—n (399 f51) (402 1) (402 1)
(mg/dL) 5. 68 I -1.2+19.6 0.2+18.4 1.8+19.0
FTOLEALHE®) (372 f51) (380 f31) (373 f51))
N5 Ay 96.60+35.90 95.87+33.23 95.87+33.35

LDL abzFm—\ (399 f51) (402 f51)) (402 f51))
(mg/dL) ¥ 5. 68 T 11.2+170.1 4.8+32.5 4.5+28.5
FETOZEAE®) (372 1)) (376 f51)) (369 1)

AT 44.24+10.9 46.0+10.8 45.1+11.4

HDL abAFa— (399 i) (402 f51) (402 f51)
Mmg/dL) 5. 68 A 7.1+18.2 8.2+17.0 5.1£16.3
FTOELE%) (372 1)) (375 f41) (369 7))

- AT 196.74+136.93 | 177.67+£111.72 |181.70105.21
NZAAZIN (399 f1) (402 1) (402 1)
(mg/dL) 5. 68 I -12.3+35.6 -14.0=40.5 1.7+57.3

FTOLEAE®) (372 1)) (380 1)) (373 1)
S + B R 25 R
BIVERIZ ., AH2. 4mghE25741 (63.8%) . A 1.0mg#E22241 (55.2%) . 7T AR EE12941 (32.1%) THE
SNz, EARIER GEBLLIZERE OEIG %L ) 1T, AHI2. Amght CiH0»33.3%, MEM:19.1%, F
JFI116.9%, (EFA13.9%, AAKIFIR9.4%, LA B5.7%, M ERIEAR 5. 5%, AAL.Ome#t TlIA.0:31.8%, T
FI17.9%, MEH=12.2%, (HEA10.0%, AEKIBERT.0%, THL A B5.5%, 77 B RBETIZ FHIT. 7%, Fls6.7%
TH-o7,
ERARR AL, AHN2.4mglE T U S Sz, R UL A A E (56mg/dLA ) SiE B K
MBI, AFN2.4mgBE T34 (5.7%) 511F, AHI1.0mghET2241 (5.5%) 294t 772 AREET12451 (3.0%)
18 STz,

2) 22 4R ER
DA ERGERRR OEZROZL,

(5) B FEAHB
A YPRL
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(6) A A9 A

1feiE F et e (— o BRI 2L, e e o SRR 2L (6 TR R G 2 | BGE IR e 1R 7 — 2 N — A2, BGEIRE
% IR O N E
e kR A (FEht )

H i) A8 W T IR DAHN O K -5 0022 0k R OV 2 i35,

Ak gk 5

NES 4 FEE R

BlZHM 24F

TFEREBIER 100041

FRAEEA BF R AR OB SR, OF AL OF ML, BBk - EBRIEONE . LM 5%
F (MR, GRS, SRS BRI HEIE , D RY A7 | BPEIRIE RIR B | R
RAMEE) | A ZPERHAE (HbALe, (K E%%)

DAGREMEUCEM T EONE XIT5EHE L 782 - iRER O EL
BA=19AA

(N Znith

ERR £ R SHNAEER (DB 7 b h LG ER : EX9536-43885H.E8) '°

DML SRR B OO AR ARZE | B A SUSRM BRI B) OREE™ V&AL, BMI 23 27.0kg/m? 2L k230 45 5 LI EOWER#E 17604
BIE2%ARF 2.4mg BE XL T T RARBUCIEIEA BT L ORH 2.4mg:8803 il (B AN : 177 ) . 7’Z7&R:8801 il (H AR A :
180 1)) . AH 2.4mg XIXT T U REH 59D MR A T L7, 7033, 1 BRI T 2 BB IRIBE O BEALEE A
boEE IR SN,

ARERHIM A, A GEERESS, KEOTART AN ST PELE O DINE RIR BT BRI TL CiThbiuz,
AFNZAE 1 [E 0.24mg T T EEZBALEL | 4 BT LICEEPEAYIZ 0.5mg. 1.0mg. 1.7mg, 2.4mg ~H &L=,

FRER I (in—trial BIZZHIF) O P YREIX 41.8 5 A Thot, FEFHEIE B CHLMAELF 0D EE A L& R F 5 (0
M 58 FEBFENE O R ZE T FEFIENE ZE th O W )y) OB FI ORI E TORRICHOW T, 7T RISk B AH)
2.4mg DEBIEN /RSN (p<0.0001, FHIAEAKYE0.02281, FREVTFHEH),

AF2.4mg BE | T TRARRE NP
(8803 5il) (8801 i) [95%/5 45 X [#]]
AU (/100 A -4F)
IR
FTEALMERESR? | 56902.00 [ 70125 [0.801[0.72; 0.90]
FERLNME R FSOW TSR
D LS BE 223 (0.8) 262 (0.9) 0.85 [0.71; 1.01]
FEESEIE DR ZE © 234 (0.8) 322 (1.1) 0.72 [0.61; 0.85]
FEEIE R 2R @ 154 (0.5) 165 (0.6) 0.93[0.74; 1.15]

in-trial BEZHMOT —4, KAHME B OBVEL BT DL ETOREENI D —R L OMEHE XL, 16RE BT RET D Cox NP —RE
TIZEOHEE LT, #2T DA XU MR BLL 20 > ToBEBRE 1, in—trial BUEWIRIAE TRERCHHEIVE LT, BEFHETE B>\t A0 p fEZ Cox Ll
AP =RET LD AT REICLOF L, TR & =M O Fr A BK8EZ o B BIRCE -V TR L . U RO B —FEOMRARE R4 2.5% CHIEL
72

a) in—trial BEHIH P T D RM DR B A LG R LU,

BRREBRT vy b — IEZFINT 0D EE RO M AE RFROFEH ETORH

Tk

AFE| 24mgEF

HR: 0.80
95%CI1[0.72 - 0.90]

SHEHE 2N
E=3

0 6 12 18 24 30 36 4z 48 54
BEATIVATHOER(A)

Patients at risk

AFIE 8803 8695 8561 8427 8254 7229 5777 4126 1734 7

FowRE 8801 8652 8487 8326 8164 7101 5660 4015 1672 59

24



REIZBE I 2RI B O R A TRIOR T,

A2 AmghE TTRREE

(8803471) (880144)

N 96.5+17.5 96.8+17.8
NAIAY DR E(ke) (880343)) (880 143i)
. 87.4+17.7 95.5+18.1

B3 104BR O Ee) (7474451 (7378431)
B5 104 ETD -9.4+8.6 -0.9+6.1
IREEZAL (%) (7474451) (7378451)

SR AR E(R 2 AT B14%)

EERBIERIL, AF 2.4me BET 253 1 (2.87%) . 77 AREET 214 1] (2.43%) (RO DTz, LB E2RIER GBI L=
B OEIS 0.15%0L E) 1%, AH 2.4mg BETIZIEGESE 0.18%, AWEAEZESR 0.15%, FHI 0.15%, 77 BRI AarEHgER
0.18% Th o7z, Fio, HEERIRMIEIL, &Kl 2.4mg #ET 3 4 3 £, 7FBARHET 1 6] 1 HRICRO LI,

B, ARBRTE, TRTOEERFERFR, LOFIHELLFEOFEER RBREOR G F IEICE 7oA EREER,
COVID-19 (2B 26 EFR FFEDEE TREFEFEG, AXUNEDOX G LD ER K MHIRIZERET 55 EHG)
DOHENELT-,

1) 11906 1 (67.6%) 23 D FEZEDREAE D A, 3134 41 (17.8%) DIAEHF OBEAED 777 451 (4.4%) BDRMENRE B OBEAE DI, KO 1437
511(8.2%) 25 2 DLL_ LD LE RIEBDOIEFEEZ AL TV,

1 2) R—=RATA IRV TEIMEEZ G P Q2B 1T 14392 41 (81.8%) | IR BEREZ A DL QU2 EBA X 5157 41 (29.3%) ThH-7-,
1 3) AIRCTHGREN AL A EOYEIBE S EIX 0.25mg THHA, KRBT i L7c -~/ T REFI DRI AZEORR DT | #]
[E]4% 5 B3 AGR A RO 0.25mg 7°5 0.01mg 720 0.24mg E7257=,
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VI. EMEEICEH Y SIEE
1. EEPHCEEHSHLEMITILEE
GLP-15 R (R EEN 3.
—fg & VT NTFR, =X FFR I FR, T2T7 VTR
DPP-4 (dipeptidy!l peptidase—4) BH A
— W& BT VTF VR AKFO), ENANE TV T T T a VT g BAERRR. VOV T TRV T F Bk E
BBk, 737 VTF o XY ITVTF K, N Z VT TF o angiEE A~V )T T
GIP/GLP-13Z &R VESH K
— B4 F IV NTFR
AE BEOH LA DONEE D REIL, FBT O SCE/ BRI EBRT DL,

2. EE{EH
() Ve ARz - Ve 116

T~ N F RIZERGLP-1£94%0 7 2 /BEECH OFRFEIMEE A § DL RGLP-17 127 THY, NRMEGLP-1MER) &3 5GLP-15
HIREBRPUNITHE S L . cAMPELH A NS T AGLP- 12 AIREENIRE L THER 375, B~ 7 LV FRIE, TATIVERALT
RBUCLD D RDOBIE L VB IVT T ADIK Famd B2 TEY, $27 L/ BREHICIZVDPP-4Z LD iR 12k L CHET
PR T 2z ED, YERD R 5,
— I, BRI R R GLP- 1 EE AN N5, EMIGLP-121E AT A LIRS RS, =R X — B EREN DT 5
ZEMD, GLP-1OABZREREL T, =3 F—F I E &K OMREORHEIEHA PSRRI TS, GLP-1Z A RIT =L ¥ —
BRI B 53 A5 D REIR 20 A L CUOBIED, IZS 7TV E a2 DR EMRE THIRO LD, KEMHRIZBITS
GLP-1Z AR OERICEEL T, Ao = L F —BEU K A /EA &5 B ATRE ThAH 00 | BRI OKE T,
Z BT DCLP-1Z FROIERANIVEELSZ X515,
FEFRR B D, B~ VT RIEGLP-1Z B A U TR FHEEOME RN B 59 A% ThHATUR N & UK
BEHEERTLOLE 2D, £z, TR, TR K ORPHAZ S T ikl i 1T 2 B0 K ORIEEERZ T LT, Wk
HBIEH T AT REMES D, TSI DIEME(L A B L T, B2 A F NI EITHERE 2 (15 5 5 3R Skl M O By 3
FEREIZIER L, =L — 18 B8k, & OV BRI Z T2 LIV EE RO S EE 26N TN,

(2) EhEE(HTHEERHE
1) GLP-1Z SRk DR E T AT IS G BFWE (n vitro)'™ (FE)
ERGLP- 152 258 % 8 |22 FE W R BLS 72 BHKA 2 VT, B L F ROGLP- 1% RS2 GLP-1 (7-37) OH KL OV
FTNFREHER LT, GLP- 1 FAIEEI L AMPEL B2 FEHEE LTz, F72, BMILTE 7 /L7 (HSA, 0.005% £72132%) &1
INUT=&EDGLP- 145 A D50%BH.EHE BE (ICs) ZHEH LT,

GLP-1Z K ARIZ 9280 /) GLP-1Z B LG e
ECso (nmol/L, ¥-¥J£SD) 1Cso (nmol/L, Y-#)+SD)
HSA 72L 0.005%HSA 2%HSA
</ VTR 0.15 = 0.062 (n=7) 0.95 + 0.71 (n=12) 125 £ 83 (n=12)
GLP-1(7-37) OH 0.018 = 0.014 (n=6) 0.44 + 0.18 (n=11) 0.20 = 0.064 (n=11)
V7 NVFR 0.15 £ 0.064 (n=3) 0.25 £ 0.058 (n=4) 7.1 £ 3.5 (n=4)

(1) - B~ VTR D25 RS 00 fis B H SRt S 7= itk

DIMBERE T | (REAHONC B I & ORI 3T D1EH (B IRIFET L~<DR) B (1)

FEPRIFE T Ldb/db~7 AT T~ 7 L F R (1.2, 4.1, 8.2, 20.6, 61.7 u g/kg) Z#1 A 1[5], 26~28 H i T 5 L71-, £
7o BTV TFR(61.7 1 g/kg) &2 HIZ1[RI26~28 H MK AE A T #5288 B GO E LTz, SHIT, B/ /LT R61.7u
g/kelE I BT DR EA A HIEL, BRI Y ZIB B L FBOMEIZ 525377 0 —F IR ED AR E L., IBiia1 A
1[a126~28 H I8 2 T 5-Liz,

ZORER, B~/ VT REERECII MR A2 A PR EOBIME A 358D B, #5-4 20EH K O APERN Z B\ T E
METL, WA R LT, _N—ATA U AHIELTZHDALeME F LI, Fi2, B~ AV F R GRETIR, IR 5 L i
L B AMAIFERE O TEN RO DAL, BT RE S BT, IR B RE L IR L T~ LV F R SR TH EIZZ< (p<0.01) . 7
A=A TER LA A5 Wb 7 NV F RGBT BIZHNL-,

FEEFEIZ DWW IR MM 28U TV F R G LDH B EITRD LN o To )3 (REITIES & 5L g LT
HEZWAD Uz, IR EERE R e~ L F R61.7 1 g/kgD R H # G- FEC BT AR ERA 13, BRI 2B T~/ VTR
61.7 u g/kgD1 B 1 S RELRIFEE CThoT-, BVIRRIT B~/ VT RO B 1REGH CIRER SRR L CTHEICEA L
7o3, I RASEERE X O~ LT R61.7 u g/kgD @ H £ 58 TIIA B Z RO b Rd ol

(1) : B~ VTR O2BLRE IR IR O s B I i S - 35k

3) TN a—RIEBEMEA L AV U (T b, =T 4) 1920 (1)

—Wfs B 1% OREMEE R 7 b (n=2) 22D 4 H UFETE SV BEg A -V CL 7 v —AF(E T Te<=2 /15K (0.1, 0.5, 2.0, 10, 50
K O200nmol/L) Z AL H ENBEE AT, A AV 3 WERERRFTI LT, Eio, BEEI=T7 Z1c=aF > 7IN (6Tmg/kg) ¥
BIFARNEE 5% 1553 ICAR- 7 R v (125me/kg) & HERIFEARN G- L, B A s fEa b &7, 2~4lM#%IcE~7 LT
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F&2BICIBEER TG L (1A B 2.1 neg/kg. 3A B:4.1 png/kg. 5HH.7THH 8.2 ng/kg). #&5-BAMAN, Hfkix 541,
3KOTH BiZEIbEs o 7 % Ehi Lz,

TORER, Ty NI, IBERIFINIA L RV 0 a IS | &7 v MZBITAECffll X #4143 & U'4.5 nmol/L Toh -7z,
=T ETIE I a— A R AR R BB AE) 512055 D 7 v a— 2k AsIE, TR EAE~ 7V F ROk 5% 1 %
U3 H BIZBWTEERIARTE L THRBICHMUIZD, BB 5% TH B IR BERZ(LITERD bIR) ol Zba—A
Froe st RN £ 5- B 46 1% 15043 TR D U H A 2 RV AR BE (AUC - 150mn) (3, SO 5T H B £ CRE-BRtART S L L TR E 28
L7z,

(1) B~ 7 VT R OB IRIE O s B I S S i 7= 3R

4) (R, B K ORISR A 1ER (IEMET LTy k) 162

FEYERR L Faa L — a9 A RE AT W7 A fH A R AR AR (DIO) 7y M, I 3~/ VTR (1.2 V4.1 u g/kg) &1
H1[RI78~79 H W T 5Lz,

ZORER, H57TH BORE L ORX—ATADOONRMAREN, B~/ VT N GRECIRIER GREE L CE RIS L,
EEWAIEFIEHICHETELD ThHoTz, IHIZ, B~ VT NITRERE IS EE KT L, Ty MITFaal — UL
B RIS 6 ., Faal —MERRE ORI 2 S B RO VRSN, Fo, B~/ VT REERETIE, & 578
~T9H B OaL 27 a— /L EEENERIEE M O 7 F o BE S RIS SRR e L TR EITIE F L7,

5) I ~D R EEM: (=7 %) 1622

M~ AHO R e~ 7 LV F R Bl TS (494 1 g/kg) . X34 B IR E R TH45-(1, 2, 3. 40 B TENZFN123.4,
246.8, 494 % UM94 11 g/kgZ 1 H2[E) L, fiiH#Z O iz 5~ VI RO BIEETHEIL 7,

FORE R MR P DSMFAE LR UMM B A e (BUR T BRI E B L= IE R, M O B 55 N TR,
M ERE) Ofth, MIEMBIFT CIRES I PIEEE L OIEEZ b B~ 7 L F RS-, £72, GLP-1Z AR KB~ R
HOEAE T~/ VT N E AR TG U223, IR O K THotid S 3, B~ 7 L FROMA~OEVIAZIZGLP-1
ZRENVETHHI LN RENTZ,

Mt~ AHO R e~ 7V F R 25 B MR AE R T (1, 2, 3~5H B TENZFHN40, 10K V50 1 g/kgm1 H 1) L, HiEH
BOZRT D e~ VT RO FTEE e — NESRIZ L D3R TEA A=V 7 I X 0FHI L=,

ZOREF, IEHPER, TR THE (SRE2, A PVRIEE BE%) | IR 57, IO, RS MED %, s (A%, SMEl
ks ) ST~ L F RS-,

6) BER T DO BERS 7T MK T HIER (T b, A JEET L~ A) 16:22:28

HEMEZ > MBS T8 A~ 7 VTR (494 1 g/kg) Z HEIFARNEE 5-L, B ORME T I2BIT 5~ 7 L TR LR
TFREOIBEEFTMUAE R, BIREICBW T~ A F RERFIMGIEMRE CH LN AL T 7 =43 RE RS E Y
(CART) Btk & D L RTE SRS LT,

ST, BHRINEIMEARE CTH DT A I AT /)L F 2 (POMC) B MR I C S Bk (i e 2 0 R B B B DI E~ T AL
BAMEEEMR THH=2— T FRY (NPY) Bt IZ e MERenillafk it Yo 20 RO B E BB DR~ AND | ThE
NEREEZE DRI 2 ERL  BRAFZAOREIZEY <2 L F K100 nmol/L TR ORAEKIMHIPEPOMC/CART &
CEHFARHENENPY/ (77 —F BT FR) AgRPHFEDTE AL Z TN L7245 F. B~ /L F RIZPOMC/CARTH#EZTE ML L |
NPY/AgRPH#A [HE T2 LAVRS T,

HEVEDIO~D AR X3~ 7 VTR (100 1 g/ke) Z1 H 1IFI18H I IE R T 5 LT-, 7=, B NV FREGHEIZRBITHIK
ERN I A LB B TR U7 IRAGEE AR A S B L, VA1 B 1B 18 H I 2 R 5- LT,

ZORER, BV FREERECIE, KREITHRBRIINZE T ORI 5L U CHRICED L, BRI 5HI
BT DM DBBDO DN, EHIZ, BT VF REGERETIE, DRI 2 RENEI MECART mRNAFSBLE N IEER 51 s
PREE U CAEISEINL T, — 05, RIS ERRE ClE, RIRBIC B I D B EHEMEAGRP & ONPY mRNAJS B INASER 58 K O
T~ VF R GRS CE BN,

)BT D=a—ar OIEHEAL (BT T A~ A) 10

HEMEDIO~ D AUZHBE 3~ LF R (100 1 g/kg) ZHRIE NG, $5AREMBZICIMERTH L | cFos& & filigk b 5k
oYt L Yo — FIEMREEC K B3R A A—T L Z I K F I L7,

ZORER, B/ VT REGRECIE, UL, KEMREMIEENL ., BB, 0 R GREL, Rk OBz, 65/ MM A4
FRPRIE PR RES TeFost 7 L s H & LTz,

HEMEDIO~T AIZVRBE N 3B~ 7L F R (100 1 g/kg) ZHRBIE TG, BH5AREMBZICIMER I H L, cFos& Ly b=V E5 T
B3~ F I (CGRP) &% Z B Sy ik b 2 e A L. cFos L NCGRPRS PRI DI RTEA S L 7=, £ DR, B~ L F R
LRI/ MM TR BENSRD LN,
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(3) 1E FA R TR 1 - H i B
<BE>
1) HBEE B O T I3 H1EH & OER FrfeiEf (7 4) 238
HMEVELYD 7 2RI Tt~V F R (4.1, 12.30341.1 1 g/kg) ZHE R TG LT-, 205G R, % E51~4 0 B OB &EIL.,
TRIEREL IEI L T~/ T R 58 CH BRI T2 m 23580 b,
RIERIC, MEMELYD 7 X3t~ v FR(1H B :41.1 ng/ke. 3A B :20.6 u g/kg, 5H B KT H H:23.9 1 g/kg) %l H
KER T#5 Uiz, TORER, B VT REEGRECITREE 55T B B0 B3 L,
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VI. ZEYENREIZBE 9 HIER
1. MAPREOHD
() BEEAEDTLGERE
MG ERL

(2) ERREABR CHERR SN MR E

D IR I B AR R T B 5-1% O SR EhRE (NN9536-45905-8k , 4HE A T O AlifK) 24

NG ER A 2t GUCA AT 1E], 2B KR R 5% OIRMENE T 07 7 AV Efat Uiz, AR, 8 1E0.25mg TR 5%
BAAAL . 4T REIREIFE T0.5mg, 1.0mg. 1.7mgMk U2 4mg~Hi L7, & H R RBIC 31T A1, 0mg K ON2. 4mek 5-RF D FE B RE <
TA—H R O R FERERS & DL N IR T,

)EHE N AUCO 168h Cmax Cinax t1/2 CL/F VSS/F
E (nmol-h/L) (nmol/L.) (h) (h) (L/h) (L)
5783 46.8 18 0.042
1.0mg 5 (20.7) (29.1) (6-42) (20.7)
9 dm 99 14698 119 24 155 0.040 9.8
e (22.6) (26.3) (3-48) 9.8) (22.6) (23.4)
L fn] 1) (ZEENERE%)
CL/F: RDNFDRRIVT T A Vio/F: RINT D53 AR EH
) Al (e /M- e K AE)
1207 —o— A 2.4mg (N=29)
= - & 1.0mg (N=33)
= 100
o
i 80
= 60 -
: -
5 40 —". e ias -
= 20" "
0 I I I T I T J T T 1
0 12 24 36 48 60 72 84 120 168
B S EEBRRERE ()

ARG BN TR AN RIEE R DT I, BEMEITRIFChHLZ LR RENT,

2) WS

I —E O FEESD

O AMNE AR 68H AR BT, AT A R B BB DAY RIS ARG 270 . IIEAEI AN IEE RIE A TRER I
WA FEhE L7, BUAIASY SUIAKIZ B L, 2 LA R N5 Uiz, BRAAH #1%0.25mgk L, 418K T0.5mg. 1.0mg,
1.7mg K U2 dmg~HEEE U T2, BIFIAIZSE T DAFND C o, e OMAUC 1658 1, 5 DS EEHE D L A/ BIHIA) &2 DIOW S HEX
1%, 1.0mgT1.10[1.02, 1.19]1 % 1"1.04[0.99, 1.09], 2.4mgT1.16[1.08, 1.24]1 K% 181.05[1.00, 1.11] Td-o7=2,

LD REEL.0E3.0mg/mLA T S 7o Fre 5 KB G- FTREZ2 R B AZROBA,  1.0mg/mLELH A F\V 1 T0.25 % 1%0.5mg,
3.0mg/mLEYHIZ AV TLO, 17RO 4Amg3 e G- Edz, WIEIE LT, VU BEKkETF MY o ATk, VreL sl a
b, T )=V, KRBT B Y A, HEER OV AR G RELSMNIAE L 2 K FE2mg & R .

@  SMNE R PERE 68 A BT, T AN D BN D ARV S E A R 5700 . IEA BT I E REf TRER L
BB A FHE LT, BURIB™ SIAAIZBE, AR T L7, BittHEI30.25megl L, 4BRE#120.5mg, TO2AEEIC
1.0mg~HELT=, 0.25mg# 5RO BAIBIT 6T D AH 0D C o 2 NAUC 166, DREATTT-HAIE D EL (A1 BUAIB) &2 DIOWEHH
XRIIX1.1001.05, 1.15] K% T*.08[1.03, 1.13] Tdh-o7z, 2°

VE2) WREFL.34mg/mLASTEHL S i 7 B A R B AT RE/AR LU VR AR OBIF, RIFIE LT, U U RAKE T R Y ATk
Fin, Fuerr sy a—n, T =, KT R D U A, EEEEOER AR ST (FPU Yy 7 Fik2mg &
i) o
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A —E e T HEMD

@ GEFRERE 280A BT, B I TR RIS TR OIREENN 725 | 2R RO G LRI FH o844 (R EEL.Ome/mL K& OV
J£0.68mg/mL) & FV Y, 42 0.25meg% a2 5 L7 L DAY F RIS BRETLT-, I 1.0mg/mLORIAN R4
LURE0.68mg/mLOBFN DORTE S D RATEIED LoD SHEEME L O90WSHE X FNL, IR E—RER AR N iifi (AUC) KO
B M PR EE (Crw) TEIEILL.02[1.01; 1.04] % UN.02[1.00; 1.04]THY, MifHNTAD AN FZETHHI LD RSN
7= GMELAT —5) 28,

QLESE:
MR

DHEE-HAEODZE
TVIL 224 () Lo ES) (2B 2HEE TMAEERIOESROZL

2. EYRERII/NASA—S
(1) fET A%
e R BR T F1T B R AE 2 T % 5% DI BB 35 A— 2| ZHOW T, AKI & 1E, 218 B K E R 5L, £%11.0mg (33
Bi) K ON2.4mg (29451) $% G- oD i P BE TR 8 5 — Z AR L, /o o S — AU MER W TR Uz, REEE SR B BEARAT 12
SWTIE, 13, BHER] (RE 2L —S a2 ) fifghr | DB RO L,

(2) AR
AR

Q) HRRETEH
T I B T $5 % TN T O Ln(2) /1 R BE 2 2k & U TR S LD, IETHER A (2301 DB B T e G- OB, A
F12.4mg (2941) ¢ 5-W5 TIX 1550 T 7z, (TVIL FEWENREICB 2 1. M P OHER Q) MATER CHEsB sz
BeHE DAL HERE (2310 D B R4 5-4% DO S BN RE | ICRLaR DO B e T A— 2 2B RO L)

BHoVTIUR
JEE R (BT D IE R T 5% O BIRE (T A—2 T, AHKI1.0mg (3341) K TV2.4mg (2941) # 5B ClxTh
0.042L/h . TR0.040L/h Toh-o7z, (IVI. ENREIZBT2EHE 1. M REOHERS QKRR Tl iRE DR
B (Z BT DR TR G-1% OFRWEhE IO BB AT A—2 5SRO L,)

) N TRIE
JEG R (S 31 B IAE R T 3514 OFRWEHRE ST A—H1%, AH2.4mg (2941)) £ 5-KFTIX9.8LTh -7z, ([VI. FEpEhiaic
B2IHE 1. M REOHE QKRR CHRSNZMPRRE DIEMESRE ICB A NE K TR 5% 0Ky ThE 125
FHORYENIE T A—LEBRDOZL, )

6) 20 At
AL

3. BEHEGREaL—ay) @i
(D) A&
— KB C— K R a D 1-a 2 R— A MET L

Q) INSA—BEFHER
RERIE 5 O PRERE & 5t S L U TS 7 E RS S [F SB NIAE FRBR 355k (NN9536-4382585R 12, NN9536-43735 R 12 K O
NN9536-4374785% 4) 1236641 (55 1E889I, I PE147741) M BIGHILTZ13676 MO M HFARIKRFE 7 — & & AV ¢, RHEEM R
YIENREMR AT 2 SR L T2,
THERASE B REMRAT R R LSRR E O AT H B CERMELFEFA] . SL T RER) 1. FF#n349.8[18, 8615, A 13101.2
[54.4, 245.6 kg, BMIA336.4[26.5, 83]kg/m?, ~X— AT AL TOHbALcHY6.6[4.1, 10.6]% TiHr-o7=,
AT OEE VT T A (CL/F)ICk T 58 BEUC MR A (18~645%, 65~T4k., 7oLl B) A (B A BA-T7
UBFRT AVIN, TAVAGER T TANEER, BARAN, BRAUSAOT T N) | Rl (A =y 757 BIFLLSM) | K
&, eGFR(mL/min/1.73 m2) (90L4 |, 60~89, 30~59, 15~29) , F G307 (IEER. KBRES, Ee) . FEORRE GEH . AifE
SRR HEPRIF) | PR 5RBR (NNO536-4382738 50k . NN9536-4373738 5k K NNN9536-4374788R) A3, FL.AMT D434 75748 (V/F) (%4
LB RELU TR EEMAAAT 7 VET VRSN, KL BRI OV TEERD TR EVIRET LTS R, CL/FIzxtL T
PERI, AL, REE, BECH O, V/FISH L TREN KT T M ARAENTZ,
TIVET ISR LNT A RO O R ARENAREOEY BRI AL KT EBER THLHEE N, (KEN
100kgDIEBRFE VL, T2kg K DN 142kgDHEERFH TIF T M P AR BE 13345 J N0, TARF L2 B e HE E ST,

30



4. IRIR
A1 E BB R A 10BN AHN0. 5mgZ B[R] 7 F#5- L 72 & DM AT T _ATE YT 41389% Th 7277,
NS DO YR 2366451 (H AN 408H1) Z-56F Ga & U= REEE S B REARAT D% Fe . AFN A Brn D% 55507 (R, KRRHS K O°_F g
NG LT e | JEERA~DF B3 DR S OV EBEE A~ D 5T E FIRAED ASKING 78 2D b O HEE A K UR0%( 5 FE X ]
1%, 0.99[0.96; 1.01]1 % 110.99[0.95; 1.03] T o7,

5 9
(1) M 7% — AR P9 & @
) -2V
<HBE>

I NVF RO, "THTT L TE ik~ 7 VW F RO AR 5217727y e O GRERS VTV D, Ty e HWZE
BN EE A — TV T T7 0— (QWBA) B TlL, £~ 7 VT RIZEERORRE LI RKE 2 ORI L, k725N
fii, B, o OV D X7 A D SRR I B L L D R RE SR BT, MRS ELie LT, & ORI gL
SOV FEETRELOMFAER T, BRI 54K — MBI 2@ U~ VT RO SRR IR EN THDHZ LW RENTZ, Ry H
INB—AF, TINT I DORHNG— =T DL D THD,

<BE>
AR~ NTF R~ AR G LT BE D, B~ 7V FRAMER M 73HGLP- 1 B R BL9 DR R T8, i,
W & O Z DD BESMFAE T DI A A 23 o, FR R i BRI SRR B § D 2 e B ST DY,

(2) % — FR AR EAPT @R 1%
% E R L
<BE>
HEIRT Y MZBWT, PHTT U ELIZAE R e~ 7 v F R OS54, HEEIREMW B D5 i LRk ChhoTz, B~ VFRD
e Ve ~D oA, B L 72 2 R T R O M LD AL ~L (4%A050) ThDZLAVRSIVIZ, ZDOZLnb, I ET
T ATIEBRER THDH LD RIES LD,

@) Fit~nFiTiE

YRRl

<BE>

SHCT AL LIAE R B~ VT R 5 SN T v Tk, D EOB~ 7 VT R RO~ 2 LT R EWE Okl 23 F.3
FIZROHNT (BB MRS i L T1/3~1/12(%) 2, FE DT~ VT RREE TH T,

() BB DB ATHE
AL

(5) Z DI DBBADIBITHE
UL

(6) MIFEBIEER
AHNOMIEROT VT AR T Din vitrofl & FIZIIHE Tdh-72%,

6. K#5
(1) B SR B MR SR B
HTTALLTZAAN0. 5mgh S E A FERE B MRS TR BRI TG Li ks T RENIAAT FRBH DX 7G5 fif &
OB IISHD B B LI IS AL E SN T-8T,

(2) RH-EE 5T 2ER(CYPE)DHFE. FE5R
AFNL. CYPA FHEIC KU TR FRREE 22 43538 (CYPLIA2, CYP2B6 & INCYP3A4/5) D\ VIR EEH (CYPLA2,
CYP2B6, CYP2C8, CYP2C9, CYP2C19, CYP2D6 &% INCYP3A4/5) 7Rk &73 -7 (in vitroskBi) 3%

) NEEEDROERRUZOHE
LR L

D REMOFEOEERVENL., FELEER
MY ERRL
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7. Het

(DHEMARRL K UHERE
T~ T RBEEYE O EEHRIR IR K O TH T,
<BE>

HTTFIHELIAREZNENT Y PR O /20.3 mg/kg e TN0.03 mg/kgD R CHREIEE F G- LIZRE R, IR R OFE Pk
HERIZZNENT Y B TIT.3% L UB4.6% (54 TH) | ¥/ T30.3% % U20.7% (2 542 14 H) TH-o7249,

(ki =

PHTTELTEARFAN0.5 mer S EE N HEHE S LB AT (1 BEIBL R T 55 LT, SR S CORBE 5 U REL 195
R PR O O S HE BRI 53,005 X18.6% Cloro o, M 5 HUHEDS B ARHIARZE RO R HUREDRIE 123, 1297C
o,

(3 EERE
MG ERL

8. FSYRKR—A—IZBET B1HHR

AHIL, EFNF AR —&— (P-gp, BCRP, OATP1B1, OATP1B3, OAT1, OAT3 % (ROCT2) 12Ul R FRIEE 72 AR E/E R
HRETIgho 7= (in vitroakBR) 36,

9. BMZHFICKDIBREE
AN -3 V4P

10. REDERERAIHESE
(1) BHEESHEERE S T2EYBE G EATORE) >
BB ORRE DR DWERE (VLT F =2 7VT T A (Con) 12X D558 1B HARH 0.5mg HRIRZ NG54 0Ky EhiEs
B HEREDS IEF 0B (Cer 80mL/min ) LR ET LI RELL TSR,

AUCq-in¢ Crax

e oM EMR PO HETEfE

[95% 15 #E X [#]] [90%(5 5 X [ ]

R/ IR 0.99 0.90

(#2J¥ : Ccr 50 HB~80mL/min) [0.85;1.16] [0.73;1.11]
FRAERE /IR 1.07 0.79

(%5 £ : Cer 30 #8~50mL/min) [0.91;1.27] [0.64;0.99]
HE/EH 1.13 0.86

(FJE: Cer 30mL/min LLF) [0.97;1.32] [0.70;1.06]
KHA/IEH 1.10 0.82

R : MiaB i & B3 D) [0.94;1.28] [0.66;1.01]

PR K T 14 1, BEEE 10 A, SPRERE L1 B, B 10 Bl R 9 1
T FEOOHETE AR O 95% (5 HH X[ 513 90% (S HE X ML, A ln, MBI M QA TR Lo TR M 12 E-5<,

RERIE 5 DR 2366 41 (H AN 408 ) 2k Gl U 7o RESERH SR B RRAR AT DRGSR B AE DN E W 7 B Lok DR JEE b
REFR T 2 9 DB R OV % B B RERR 3 21T 3 DR O WR B D AR 8 f oD FL D HERE B K OF 90 (S HE X R IE,
1.04 [1.02; 1.06] % U 1.07 [1.02; 1.11]Tdh o7z,

(2) P REE B HERE ICH T2 EMEE SR A TORAE)
HTFERE IR T DFRFE D SR72 51 5R# (Child-Pugh scores (ZJ&-3<5348) (Z361T 245 0.5mg HLRIE T4 5-4% DS EhREZ | fTELRE
DNIE B 7R LR LI R R E LU R IR T,

AUCq¢ Cuax
JiFHaE LoD HEE fiE o HEEE
[90%{5 X [41] [90%{E DX [H] ]
R/ TE 0.95 0.99
(% : Child-Pugh 438 A) [0.77;1.16] [0.80;1.23]
HRAR /IR 1.02 1.02
(*P %% F : Child-Pugh 4345 B) [0.93;1.12] [0.88;1.18]
wE/ER 0.97 1.15
(T £ : Child-Pugh 4338 C) [0.84;1.12] [0.89;1.48]
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/NGB ZE 1(<0.1) 1 HLEK 2(<0.1) 2
VAL TE S 1(<0.1) 1 A 2(<0.1) 2
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ZE BIRGHE 1513 (%) 5 |aE RIS Bil% (%) £
HEAGE FEAGE
B S 2(<0.1) 4 Bl s 1(0.1) 1
TS 1. 2(<0.1) 2 DR 1(<0.1) 1
TSR T 2(<0.1) 2 [T 1(<0.1) 1
AR e i 2(<0.1) 2 e 1(<0.1) 1
B I T 2(<0.1) 2 B R 3 J OV T ARk 83(4.1) 101
AT FREIE B 1(<0.1) 1 i B 32(1.6) 33
Ja A Rk 1(0.1) 1 EOPENE 8(0.4) 8
E)e 1(<0.1) 2 b3z 8(0.4) 11
O Y8 lEisir 1(<0.1) 1 ZITE 7(0.3) 8
TSR 1(0.1) 1 AR 5(0.2) 5
TS AR 1(<0.1) 1 EHOEENE KB 4(0.2) 4
TGO 2 & 2% 1(<0.1) 1 F 4(0.2) 4
TSR A PR 1(<0.1) 1 w5 3(0.1) 3
TSN ZE RS 1(<0.1) 2 BIER % A 3(0.1) 4
Hk 1(<0.1) 1 T LR —VE R RE 2% 2(<0.1) 2
FeColid i 1(<0.1) 1 B i p Rk 2(<0.1) 7
ALV E 1(<0.1) 1 mir 2(<0.1) 2
R O 207(10.3) 244 OFANELEAE 1(<0.1) 1
FRRIGR 176 (8.8) 193 HLBE 1(<0.1) 1
B2 5(0.2) 5 2B 1(<0.1) 1
JNiik;:3 5(0.2) 10 P 9% 1(<0.1) 1
IR 4(0.2) 6 B2 FIR 1(<0.1) 1
AAOTHE 4(0.2) 4 B i R 1(<0.1) 1
Birifey 3(0.1) 3 Je 1(<0.1) 1
TR R A 3(0.1) 3 F & 1(<0.1) 1
E =P IAE 2(<0.1) 2 UL 1(<0.1) 1
B S B E 2(<0.1) 2 EEMERT 1(<0.1) 1
I JEL 2(<0.1) 2 i AR AR AL 65(3.2) 73
Rz 2(<0.1) 2 U —BHIN 19(0.9) 19
2Tk PR 7 1(<0.1) 2 (RE D 6(0.3) 6
TRT VR = A 1(<0.1) 1 JHRER 5 5(0.2) 5
EXIUBEERZ 1(<0.1) 1 y =T NAEINIT AT 2T — B HI 4(0.2) 4
R EE 1(<0.1) 1 i H LS b= N 4(0.2) 4
EalL 2T a— VL GE 1(<0.1) 1 i 7L 7 F AR ARE F— PN 3(0.1) 3
%K Mg 1(<0.1) 2 5 LUV ER [ 3(0.1) 3
ZHE 1(<0.1) 1 C— RUBMEE A 2(<0.1) 2
ik 1(<0.1) 1 T ARG R T I NT VAT 27— B 2(<0.1) 2
W PRI 1(0.1) 1 I EAK T 2(<0.1) 2
FLELEL ATHE 1(0.1) 1 i o Y AN 2(<0.1) 2
JEYLE 3 L OV A= HUE 85(4.2) 107 1 H R AR AR LB b 2(<0.1) 2
ELCES 44(2.2) 56 SR ER AT i S 2(<0.1) 2
L7z WF 9(0.4) 13 LAEUEM 2(<0.1) 2
A VAN E 55 8(0.4) 8 AT R 1(0.1) 1
L SEEEN 4(0.2) 5 ~EZae A 1(<0.1) 1
RGBSR 3(0.1) 3 KT A v A AT I AW 1(0.1) 1
Y T 2(<0.1) 2 H NpH 1(<0.1) 1
KB R 2(<0.1) 2 i 7L 7 F =B 1(0.1) 1
JRbk S 2(<0.1) 2 Mo ey LE 1(<0.1) 1
A L A Y 1(<0.1) 1 TS I 1 1(<0.1) 1
AV AP AL R Y 1(<0.1) 1 REE A H 1(<0.1) 1
S} R FL 1(<0.1) 1 LEXQTIEE 1(<0.1) 1
RS 1(0.1) 1 (L B T R ) 1(<0.1) 1
e A )L ARG 1(<0.1) 1 IREEHE N 1(<0.1) 1
DS 1(<0.1) 1 Y i B 1(<0.1) 1
NI P 1(<0.1) 1 RSN 1(<0.1) 1
DS 1(<0.1) 1 FE PR 48(2.4) 57
A~ LA 1(<0.1) 1 AARAE 16(0.8) 16
F i AR A 1(<0.1) 1 o5y 8(0.4) 9
B T AR 1(<0.1) 1 s 7(0.3) 7
B2 R 1(<0.1) 1 5O 3(0.1) 3
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#E BIRGHE B (%) ¥ [#RERIRSHE Bi% (%) £
FEAGE HEARGE
SR 3(0.1) 3 I8 R 19(0.9) 19
Ve R —EGR 2(<0.1) 2 (R FE 5(0.2) 5
USRAEES 2(<0.1) 2 E SRR 4(0.2) 4
AR s 2(<0.1) 2 e I 2(<0.1) 2
TG b 1(<0.1) 1 L 2(<0.1) 2
Koy 1(<0.1) 2 R 2(<0.1) 2
H RS 1(<0.1) 1 1FTY 1(<0.1) 1
ENEL 1(0.1) 2 i i 1(<0.1) 1
W ARHRAE 1(0.1) 1 BhRo%E 1(<0.1) 1
B 1(<0.1) 1 ASHEE 7R A 1(<0.1) 1
i S ST 1(<0.1) 1 (D 16(0.8) 18
PR IRE 1(<0.1) 1 BhiE 5(0.2) 5
T s i 1(<0.1) 1 SR 5(0.2) 5
RN 1(<0.1) 1 TAVEAANR 2(<0.1) 2
WHHEEZDRE 1(<0.1) 1 SR 2E 1(<0.1) 1
8 SR 38 KOV 5 kL e B 30(1.5) 37 MM 1(<0.1) 1
[EER 7(0.3) 7 FE MR 1(<0.1) 1
7 I 6(0.3) 6 D ERPEISMIE 1(<0.1) 1
853 5(0.2) 5 LG ABED 1(<0.1) 1
A 4(0.2) 7 LR 1(<0.1) 1
PBAFR 2(<0.1) 2 AR s 14.(0.7) 16
RS AP 2(<0.1) 2 T PR AP MR E 5(0.2) 6
KT 2(<0.1) 3 T 3(0.1) 3
AR SRR 1(<0.1) 1 RIAT A 1(<0.1) 1
7 B 1(<0.1) 1 B BERRAERE 1(<0.1) 1
I 1(<0.1) 1 AR 57 1(<0.1) 1
IR 1(<0.1) 1 plii) 1(<0.1) 1
I R 1(<0.1) 1 b 1(<0.1) 1
555, hEB IO E A PHE 26(1.3) 29 sz 1(<0.1) 1
] 4(0.2) 4 fikiz) 1(<0.1) 1
it A - 3(0.1) 3 BB L OUR B b 12(0.6) 13
TESHTAES RO 3(0.1) 3 IR IR 3 4(0.2) 4
TBFE A e 5 2(<0.1) 2 AR R 3(0.1) 3
Lk eias 2(<0.1) 2 REEHER 2(<0.1) 2
P15 2(<0.1) 2 B 1(<0.1) 1
AL % A OFE 2(<0.1) 3 AR 1(<0.1) 1
e G ES B 2(<0.1) 2 SRAE R ATE 1(<0.1) 1
BUERLL Eo# 5 1(<0.1) 1 PR S H 1(<0.1) 1
AL T KB 1(<0.1) 1 WP i | 1A 20 36 K ONE b e 35 11(0.5) 11
QLI B H 1. 1(<0.1) 1 Loo<b 3(0.1) 3
i FH R R 1(<0.1) 1 % R 3(0.1) 3
i ST 1(<0.1) 1 IR 1(<0.1) 1
BN 1(<0.1) 1 1 ENHEE R 1(<0.1) 1
A BIE S OHE 1(<0.1) 1 REFEPE VPRI 2 1(<0.1) 1
R 1(<0.1) 1 S H L 1(<0.1) 1
JHFREGE R b 24(1.2) 28 Bl S J7E 9 o ifi. 1(<0.1) 1
REAE 10(0.5) 11 R B L OB ESE 9(0.4) 9
APEAEFE SR 2(<0.1) 2 AHLHIH 4(0.2) 4
JIEE e 2(<0.1) 2 Hikilh% 2(<0.1) 2
XA EE TS 2(<0.1) 2 H R 1(<0.1) 1
YRR FENE 1(<0.1) 1 FLEFR 1(<0.1) 1
R TR 1(<0.1) 1 i H o 1(<0.1) 1
JFliea 1(<0.1) 1 MK B L OV R bEE 8(0.4) 8
T AT IF— Bl fE 1(<0.1) 3 Zifn 6(0.3) 6
RENIF 1(<0.1) 1 i/ N iE 1(<0.1) 1
NHAE A 1(<0.1) 1 L IRERSG INIE 1(<0.1) 1
JHIE A R T 1(<0.1) 1 HiB O EE 8(0.4) 9
JIEE 7S 1(<0.1) 1 [Flfm D F 7(0.3) 7
FA R o F2E 1(<0.1) 1 Hm 1(<0.1) 1

42




WEBIRS R {5 (%) 1%
FEAGE

SRALEEERTED F 1(<0.1) 1
P AR 3(0.1) 3

DR b RETTHESE 1(<0.1) 1

N 1(<0.1) 1

N 1(<0.1) 1
B, BB X OREM A OB A (38 a3 L O} 2(<0.1) 2
R)—T%& Tp)

THAL A TRV NS 1(<0.1) 1

HEY) 1(<0.1) 1
R 1(<0.1) 1

H-&y 1(<0.1) 1

1) 7= —E R T SD KGRI ETOWS 11 FHERER (4382, 4373 J N 4374 38BR) DK 1.7mg #EL 2.4mg #EAPES, 4374

43

HERDOAFA 1.0mg FEIEERSL,



H A AR 23BN 72 B R RRBR ™ |2 Co i ST @IVE 52 (7= — B B FESDKGRRE)

AARA
A B FIlVE T 28 BUE il IR 58 BUE BIVE ] DI B S
3T 21371 56.2% 5591
% MedDRA:Version23.1

ZHE BRI % (%) ¥ [#RERIRSHE Bil% (%) s e
FEAEE FEARGE

B Gk 190(50.1) 401 L 717 F =8 1(0.3) 1
f#i 83(21.9) 90 7V T F R AR — B HIN 1(0.3) 1
L 56(14.8) 83 i P R AR LB P8 1(0.3) 1
T 43(11.3) 61 A5 985 i By 1(0.3) 1
MEEBAS LK 29(7.7) 37 |mpREREEE 16(4.2) 17
N 1 26(6.9) 40 FEMED EN 7(1.8) 7
AT 12(3.2) 13 SR 4(1.1) 4
B A R R 9(2.4) 9 TR 2(0.5) 2
G 9(2.4) 12 RS 1(0.3) 1
T ik 7(1.8) 10 HRRE IR 1(0.3) 1
VAL AR B 6(1.6) 8 R R 1(0.3) 1
I 5(1.3) 5 ML Gt 1(0.3) 1
I8 5(1.3) 5 B R 3 L OV T ARk 11(2.9) 13
B 3(0.8) 3 it i 4(1.1) 4
D EEER AP 3(0.8) 3 % 2(0.5) 2
HAR)—7 2(0.5) 2 i 2(0.5) 2
EES 2(0.5) 2 EHFEENE 1(0.3) 1
FIREPN TS 2(0.5) 2 FTBE 1(0.3) 1
WA Tl 2(0.5) 2 FB 1(0.3) 1
OHANEF % 1(0.3) 1 A 1(0.3) 1
OB ZHRIBR 1(0.3) 1 F VTR 1(0.3) 1
TREE R 1(0.3) 2 YRIE B K OVF A HUiE 9(2.4) 9
S CE G R 1(0.3) 1 Bk 8(2.1) 8
B 1(0.3) 1 B R e 1(0.3) 1
N5 1(0.3) 1 JFREE R B 4(1.1) 4
s 1(0.3) 1 B SiE 2(0.5) 2
BT E K 1(0.3) 1 I TERMEAR FERE 1(0.3) 1
VAL R R 1(0.3) 1 SR e L 1(0.3) 1
122 1(0.3) 1 AR b 4(1.1) 5
R 1(0.3) 1 SEBEARMERE 1(0.3) 1
9 1(0.3) 1 MR A& 57 1(0.3) 1
Z4T 1(0.3) 1 T PR Ip M IEE 1(0.3) 2

Rt LU 27(7.1) 29 sz ) 1(0.3) 1
AR 25(6.6) 26 | EREE 4(1.1) 4
2R PRI 1(0.3) 2 SIS 2(0.5) 2
BEIRIN 1(0.3) 1 e ST 1(0.3) 1

— % - BB fEE S L O AR O IR RE 18(4.7) 36 iR 1(0.3) 1
Rk 8(2.1) 11 |F5thpEss 4(1.1) 4
PR 2(0.5) 2 545 1(0.3) 1
TES AT ALBE 2(0.5) 13 1% B 1(0.3) 1
FEEA 2(0.5) 2 i s i 1(0.3) 1
57 2(0.5) 2 AHRIE 1(0.3) 1
76 1(0.3) 1 B AR SR KON A Rk 3(0.8) 3
TSRS 1(0.3) 1 15 AR S 1(0.3) 1
TSR A H 1. 1(0.3) 1 A i 1(0.3) 1
TS B R %6 1(0.3) 1 LR 1(0.3) 1
TS A Pk 1(0.3) 1 MR LN SR fEE 2(0.5) 2
I HE 1(0.3) 1 # ifn. 2(0.5) 2

AR 18(4.7) 21 PR 2RI K ONHE R 2(0.5) 2
Y S—BHIN 8(2.1) 8 L-o<D 1(0.3) 1
(KE D 3(0.8) 3 R PERVE VN 28 1(0.3) 1
C— BB M 1(0.3) 1 DR E 2(0.5) 2
TANGRUEET I NG AT 27— B 1(0.3) 1 APE D REE 1(0.3) 1
75— 1(0.3) 1 SRR 1(0.3) 1
~ES e D 1(0.3) 1 BB LOUR K R E 2(0.5) 2
I EAK T 1(0.3) 1 JRE RS 1(0.3) 1
1 s =89 1(0.3) 1 JRIEAE 1(0.3) 1
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B BIRSHE 513 (%) %
FEAGE

PN 43 AR 2(0.5) 2
FUIR BB RE TUIESE 1(0.3) 1
LR R FE e 1(0.3) 1
HhB X Uukghz® 1(0.3) 1
ELRETOEIN 1(0.3) 1
55, hRER L OB A DHE 1(0.3) 1
5 6 AR 1(0.3) 1
AR B L O ERES 1(0.3) 1
ARHLAIH #% 1(0.3) 1

1) U= —E R E SD AAGRIFETOH 1 FHFRER (4382, 4373 L N 4374 #BR) OAA 1.7mg #EE 2.4mg BEEDEE . 4374 FROAHA] 1.0mg BEIEERSL,
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5 SRR PR RBR (EX9536-4388) I TG SN - EERBIEMN —&

AIEH]
TR G RIVE 7 BUE TR BITEREBE AR OFEBLE
8803151 2534 2.87% 37814
3% MedDRA:Version26.0
FHE IR Bi% (%) (=8 TREBIRHE Bil% (%) 3
JEARGE FEARGE

B E 83 (0.94) 113 RER)—7 1 (0.01) 1
Mg 12 (0.14) 12 R A 2 (0.02) 2
L 9 (0.10) 9 EE 1 (0.01) 1
SN 4 (0.05) 4 WA B 1 (0.01) 1
25 2 (0.02) 2 JHF HELE SR fE 44 (0.50) 54
R 2 (0.02) 2 JRAE 16 (0.18) 17
JEFRAS R 2 (0.02) 2 LR TS 13 (0.15) 13
R 1 (0.01) 1 B3/ 3 (0.03) 3
5 5 1 (0.01) 1 (2T [Ee 7S 3 (0.03) 3
BLO 1 (0.01) 1 Jirke i 1 (0.01) 1
537 1 (0.01) 1 JIEL g8 fE 1 (0.01) 1
i 13 (0.15) 13 HFEESE 1 (0.01) 1
HEE M 5 (0.06) 5 W P N FERE 1 (0.01) 1
R 3 (0.03) 3 RS A 7 (0.08) 7
B4 2 (0.02) 2 IERES7S 1 (0.01) 1
T E (A 1 (0.01) 1 JIE3E PH & 1 (0.01) 1
GRS 5 (0.06) 5 SEW LT R 2 (0.02) 2
+ % 3 (0.03) 3 JHRRAERE 1 (0.01) 1
NP 3 (0.03) 4 NERITE 1 (0.01) 1
P A 2% 3 (0.03) 3 JEI5 - Wi S 1 (0.01) 1
BIE R 3 (0.03) 3 DRI 34 (0.39) 41
B ORIE 1 (0.01) 1 SO SE 6 (0.07) 6
Wit E & 1 (0.01) 1 2 B L 4 (0.05) 5
EPEE % 1 (0.01) 1 BeRMiE 2 (0.02) 2
s 4 (0.05) 4 TEEED R & 2 (0.02) 2
g% 3 (0.03) 3 sEENRAE 2 (0.02) 2
PHZEVEIRE R 1 (0.01) 1 LB RPAE 2 (0.02) 2
TRIEMERE % 1 (0.01) 1 L EANE) 7 (0.08) 7
f R ZE 2 (0.02) 2 DIk 3 (0.03) 3
AN e 1 (0.01) 1 EMEER 2 (0.02) 2
PN L E 1 (0.01) 1 L EE AR 1 (0.01) 1
B AL R 1 (0.01) 1 DR PEHASMIHE 1 (0.01) 1
MM R AT 1 (0.01) 1 DARE 4 (0.05) 4
+ RS 1 (0.01) 1 AR A 2 (0.02) 2
OB+ ZFamR 1 (0.01) 1 o i R4 1 (0.01) 2
HH L T 1 (0.01) 1 B, BB LU AR OB AEY 24 (0.27) 27
OBANET % 1 .00 1 (FBLORY —TEE L)
o U RE 5 0.02) 5 il o e 3 (0.03) 3
T, 1 ©.0D 1 i FRHR T 2 D IR 2 (0.02) 2
P 1 ©.01) 1 PR 2 0.02) 2
H i 1 0.00) 1 il ! 0.01 !
FRETE A 1 ©.0D I i ! (0.01) L
= ] ©.0D ] TR R 1 (0.01) 1
=7 1 ©.0D 1 RV E 2 (0.08) 2
A — 1 0.0D 1 R IDE AR 1 (0.01) 1

46




HEBIRSH % %) % BRI %k %) %
HAah BAR
B B L OURE DIRFMEBAT 1 (0.01) 1 B kA 2 (0.02) 3
R PR FEATRE 2 (0.02) 2
BAT LR 1 (0.01) 1 TRER R 1 0.01) 1
BRSO BAT LSO 1 (0.01) 1 T 1 ©0.0D) 1
iR 2 0.02) 2 W 2B EEBLOREMLOR | 14 0.16) 15
HiEH 1 (0.01) 1 e
FRERER PN 20 WA IS 2 (0.02) 2 gz 3 (0.03) 3
/e i 1 (0.01) 1 FEC M R 2 (0.02) 2
ZINHR e fii 8 1 (0.01) 1 I 7 2 (0.02) 2
ELAE R IR A5 1 (0.01) 1 AP 1 (0.01) 1
il A5 T A5 AR 1 (0.01) 1 9% 57 1 (0.01) 1
ML AT BRI Y o /< BE (M 1 (0.01) 1 I 1 (0.01) 1
ALTH) 4 B VSR I I (B 1 (0.0 1
T R 1 (0.01) 1 e 2 (0.05) 4
HERREE 22 | 025 | 2 RABLOEREE 0 [ e | 1
Skl 9 0.10) 1 K 3 0.03) 3
ERhPED 2 0.02) 2 DN 3 2 0.02) 2
TRALIED F 1 (0.01) 1 T i e [ T 1 (0.01) 1
MR 3 0.03) 3 B 2 0.02) 2
SHEET Hif 2 (0.02) 2 ARG 1 (0.01) 1
Jibd 1 A5 FE A 1 (0.01) 1 BT BLE 1 (0.01) 2
IR ZE 1 (0.01) 1 AR AL 7 (0.08) 8
I PR IRRE 1 (0.01) 1 U — PRI 3 (0.03) 3
GV 1 (0.01) 1 77— HN 2 (0.02) 2
J SF 1 (0.01) 1 L LS b= B 1 (0.01) 1
AR 1 (0.01) 1 TSR 1 (0.01) 1
H TSR P g 1 (0.01) 1 KR 1 0.0D) 1
TERGLIE 3 KO A HURE 20 (0.23) 22 nEEE 7 (0.08) 7
Bk 4 (0.05) 4 S 2 (0.02) 2
FED0 1 (0.01) 1 RIS S 2 1 (0.01) 1
RN % 1 (0.01) ! AR 1 0.01) 1
HRIESR 1 (0.01) 1 Savs 1 (0.01) 1
HPAR PR TR 1 (0.01) 1 U Oha e 1 (0.01) 1
I 1 ©.01) ! SRR BIR P LV E R A I 0.01) 1
IS ! ©.on ! W R L DR 6 0.07) 6
L IEIPS 1 (0.01) 1 iSRS 4 (0.05) 1
BEBR ! (0.01) ! L I 0.00) I
RmEPES a7 1 (0.01) 1 2B TR 26 1 (0.01) 1
IR 6 S 1 (0.01) 1 SRS LU AL E 5 (0.06) 5
JoeaNy 52— R 1 (0.01) 1 EEIRAT o MEA 3 (0.03) 3
KR ! ©.01) ! ERAA o — o v 2 0.02) 2
V= s G S O E . AP EOLE A DHE i | 0o | 1
IV 7 IV MAE 1 (0.01) 1 B T 1 0.0D) 1
IV TV TR KRG 1 (0.01) 1 TR L% e Ze 1 0.01) 1
COVID—19fii% 1 (0.01) 1 P 1 ©.0D) 1
TA VAL 1 (0.01) 1 R 1 ©.0D 1
AN P ! 000 ! T R o OV AR 1 (0.05) [
B B L OVR BRI 18 (0.20) 20 SR TETHES 1 (0.01) 1
bk 11 (0.12) 12 R 1 0.01) 1
8 R i 1 (0.01) 1 FETT 1 (0.01) 1
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FREBIRSHEH % %) %
FEARGE
IFNTF— 1 (0.01) 1
MIEB LV R EE 4 (0.05) 5
feying 1 (0.01) 1
BRR Z MR I 1 (0.01) 1
/N 2 (0.02) 2
1 BRI A E 1 (0.01) 1
P AR 4 (0.05) 4
B Ok FRR e 1 (0.01) 1
FRCPR R RETTHESE 1 (0.01) 1
SMERR RS 1 (0.01) 1
D FE M R R B RETTHERE 1 (0.01) 1
AR5 2 (0.02) 2
e B 1 (0.01) 1
e I PR A e 1 (0.01) 1
HiB LUk RE 1 (0.01) 3
A= — LY 1 0.01) 3
FEJE R L O TRk E 1 (0.01) 1
E s 1 (0.01) 1
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FE3FHERARTABR (EX9536-4388) I TR SN - H KR BIE M — 5

HAN
SRATE B I VE 38 BUE i1k Bl BT FIVEF D3 B
1777 6751 3.39% TTF
% MedDRA:Version26.0

B B 3E ilEq (%) 5%

FEAFE
Bk, BB X OREHIARHO B AW 2 ( 1.13) 2
(BB LOR)—T %5 T0)

MR BRARY i (M 1 (' 0.56) 1

ALTH)

I P g 1 ( 0.56) 1
BB I OUR K EE 2 ( 1.13) 2

A REE 1 (' 0.56) 1

i R i 1 (' 0.56) 1
A AEE R 1 ( 0.56) 1

| max 1 ( 0.56) 1
H Ik 1 (' 0.56) 1

|1f%£%19ﬂzﬁ@4u¢;< 1 (' 0.56) 1
R#@tB IO EREE 1 ( 0.56) 1

R 1 ( 0.56) 1
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9. BRIRRERRICRIEFTEE
BRESITOZRW

10. BERE
BRESN TN

11. BRLDFE
<HI—E°RT:ESD>

14 BERLEDEE

141 EFHBRERIOEE

TEASSORFE ST E N7 b, SRR @I CRIIEM N2 NIRRT L TR T228,
(fiFE50)

AFNT 7L 7 VR BIEITHY . BHRLIE YA ERFRICORNDERNDNH DT FER/IC, HEAZSOMHE TR 7%
W2 b, RG] TR N N SR RRR T AL,

142 EF|IBREHOZE

1421 #E5EBGL

BT rEFE, I, RBR, BB 7o, R EATIERIZ R L, D7 SRR O EF EHTLV2~3cmBEd 2 &,

(fin)

fth D GLP-152 BRARVEEHZRBUA L [FER IS, TEHEALITAEER, KB, EiThs,

AFNTOHE TP, A AV BFNZIBN T, ERHEFTE ARERBOIICELL TN ADIFIN, VR A A —ka 7 ¢
— DI, I & OV K IO R BLAMEL | IHEOIZL &L/ NESWNEOEAENH L, £z, YR A=k
4 —OFBIGFTES U5 E | ERGIT~OES L0 OERA AT, B O MpELEE KETHL0WELHD
52, LI=8oC, HEFHEFTIIERIZFE L, fiRlOEF ETLV2~3emifd 2L,

1422 #H5#FK

FRIRN B O A NIC 3 B L7 2 b,
(fat)
AFNTR FHEHAITHY, FARN UL AN G4 E MU TR EFS-BF Ty, AFIOFIRA 3HRmNEET
OBV U IEIIHELL QU T2sd | E RN LI AN 5131 T 702k,

1423 ZFDfth

(D) AAFNTHEfEHOBHFITH D,

(2) AANIORA L DIRANLY . OB DBZNNGHDT-  ARILAMOBIFI RS LI,
(fiAzn)
AANF B HORATHD,
o, AHNE0.5mght 59 DERIC, AHK0.25mg SDE2AR WG T578 | RFEEAREZ H OB G 1T, BEOEKNEFD
TFRBBEZ D0, BEAEHVDILIZIVBEST-BE B G T 52 e ESNDT0 | I AZ — I B 53 52 bid
2_5:&0
ARHNAMDIEFN IR A LR &y RENIMOIEFIEDIREIZED ., Ry Do fET28EN0nH5,

<Hd—E°KR T MD>

14 BREDZEE

141 EFITRERIOEE

FEARSOMEIE U B BNl BRIV CIRIEM D 7N e Ml Lc ECER 3528,
()

[<yIT—EC R FESD> 14.1 HHFKEFOEE ) DOHES R
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1. EEHER
(1) FEHEIBHA R
VI SR BIT B H  OFB

(2) LM EEAERS®
ABRTE B i o Beh g AR
FRAR AR R Irwink SD%&Zwh T |0,0.001,0.022, | 0.001, 0.022mg/kg: FE72L
0.095mg/kg 0.095mg/kg: % 5-1% 2, 4RFH] 125
WHAT (DOFHAT) | HEfFO K
WK T B, PEREEE OBy
. OB, WEHIR K NSLEN
ROBNT, HE# 24 % IHE
DR DO BEIIN K OS2 Bl D S8 5,
B DHMDSFED BT,
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PR R SDFZk BT 0 084me/ke MR ¢ 0.084mg/kg
D SR DAY 2
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THEN NI AVAC S TARTI
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(52 EFME | Bk (bigeminy rhythm) 23, Z ™
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2. SR
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~UA FEARP 6.9 9
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Q) EfnEMEHR

(T, in vitro) 87:68:69.70.71

B AREDERTF BIRMRR D Salmonella typhimurium K& ORFEORN) T w7 7 Bk
AR D Eschericia coli % A\ 18 Ia 225878 BB

En AR 5L AFE D AT SR IYERR D Salmonella typhimurium  J O2FEDR) 7k G
T U BLRMERRED Eschericia coli % AV NT- 1817 225K 25 BB

AR BN Y 2 SER A T YR 0 R B SR (=48
W TR R B RS LY L SER A TN e R B R AR R e
T oD Bl AT MG R ER (=48
@) AR ERER
(A, Toh) 383
PR | B BFR £ AR g
(mg/kg/ H) g
FURBRC PR IS 3 2 & CRRO BT,
- 0.0.3. 1.0, 3.0 SEEME R IMETO. 1 mg/ke/ B (HIRIRE &
~UA 'ay i 0. 0103 Lo 1048 | FEELTRIL3AE) A, #ET0.3 mg/kg/ H
YT Ty (F PRI 8 R L & U CRIB.THS) SR Tdho
7
FRBRC PR IS 3 2 & CRRO BT,
b KT 0. 0.0025, 0.01, 0.025, 0.1 10438 F&] HEFEMER2120.0025 mg/kg/ H (B KIRE &
FELTHI0.365) Kl ThoTe,
(5) = FEF 4 FH A BR
(Tob, VX, D=7 A Y )L ) 47484950
— %5 ey . hen
Eub7Eia ARBR w (mg/ke/ H) #5191/ FEH -
0.03mg/kg/ A LA O AET, IR IBIRD
e - S FL2 FE ~ B, B RIE, B/ ERAEK KO
AL L 0 . WS i & & TR st 2 B 38 LT,
SRR U 001 |HEALTH BHHAL I T MR R M B
Fob | BERRREE | BT ' e SRR A R~ | eSO BB ) S
0.03 o 130.09mg/ke/ H (HEPRIREE 2L L THY
(EFD) gy rallics L
0.09 (ALHRZE20 ) 0.9f%).
EFDIZ%) 9% MEE M #130.01mg/kg/ H
(B RIRE RS TRI0.1MS),
HFER 2 L= BB OB S 7oK
0 WD B OFE PR 1% IR e O i U 2 5
. 0.001 . DFEA I JE BEHN7230.0025me/ke/ H LL_E
vYx | EFD KT 0.0025 | FHHRE~19H O BRECRDONT=,
0.0075 MEFEMEB30.001mg/kg/ H (FFPRME R B
HeELTHI0.036%) o
oo STV Ar L= RO PR T I
Iy 0.075 ORI IR V2 D B8 730.075me/ke (3
o EFD KT o 15 IR 20~50 H HIZ1E) LA EOBETRO BN,
3 é -1 MEFEMERIL0.015me/ke (3 A2 10A]) (i
i) PRI BB L L CTHI0.86%)
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e YEH %ﬁbf:éﬁ%@iﬁ%@ﬁ@ﬁ&
B EFD7Z25HNT 0'075 K OV HITARAR SR O FRD B,
WL HAERTR O BT O' 15 IENEF20~140 B B ZOHRRNSWEHAE R A HPEL
HAROFRA 3 é 1 7o
i) HEFEMEE30.015mg/kg (3 A 12 1[A]) (g
PRI TE B L L CHI0.50%)
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(6) AR EAER
(4, 74) ™7

B Fl e G B b & AE 5
SHN 1.35 mg/mLA4FA% B GARNL IS TFROOIT, W E 3B G EDO W
K 0.06 mL/JC NUCEDHDEE X LD DI RD BT,
. . 1.35 mg/mL &A%
vy ARPS 0.06 mL./PC
1.35 mg/mL &%
Bk 0.06 mL/
. o 10 mg/mL 345 % HARR LSS FRD BN, FE2 1T 55 O~
0.2 mL/PC IR DRIEVE IS DTN DETRD BT,
(N Z0 o=k
Y ERL
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6. F—R5 - RZE
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7. EREAEERA
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2 —E i FE0.25mg 2 1.0MD 30700AMX00001000
2 —E 7 FE0.5mg < 2.0MD 30700AMX00002000
73— K L Omg Y 4.0MD | 20254E1H15H | 30700AMX00003000 | 20254F5H 21 H 202547 A 18H
U —E T Tmg 2 6.8MD 30700AMX00004000
U2 —E i FiE2.4mg~ 9.6MD 30700AMX00005000

9. MEEXIFHREM, RERVAELEEBNFOFEABRUZOAR

A1

10. BEERR, BMERAKRFABRUVZOAR

YW

11. BEEHM
7= —EC R N EESD:

2023523 H 27T H 7252027423 H 26 H

T —E R FHEMD: 2025451 H 15 A2 5202743 H 26 H

12, BREMHRICET H1HEHR

o FEfEAHEENART A B~ NFR GBI M) (WFE4 VT —E R I ik, BARAZSREL-EERR
BRIZIUNT A D68 I 248 2 A8 R RBRIZ 72N 2 &5 . AFNO 51T R6SH M LT 2L LEN TV,

13. &iEa—F
Wi Ei%@%%ﬁﬁ%fﬁ @EU%%&;—F‘ HOT(9471) 1/127:1\%3%5@&
ULk R R = —R (YJz2—R) &7 VAT LT —R
U —E" R TiE0.25mg SD 2499418G5023 2499418G5023 199271701 629927101
7= —E R T10.5mg SD 2499418G6020 2499418G6020 199272401 629927201
= —E R T 1¥1.0mg SD 2499418G7026 2499418G7026 199273101 629927301
= —E R 1. Tmg SD 2499418G8022 2499418G8022 199274801 629927401
= —E R F¥2.4mg SD 2499418G9029 2499418G9029 199275501 629927501
U= —E Rz F1£0.25mg 2 1.0MD 2499418P1028 2499418P1028 199348601 629934801
= —E R F{0.5mg 3 2.0MD 2499418P2024 2499418P2024 199349301 629934901
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*BMI7335kg/m*LL | |
ESNTQNBD T, RIS T T+ EETHIE,

(3) ARBUKI DB H-BHAEIZ Y 7= o Tl RO FIEZ 2RI A ORI ik 22 L,
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244 Novo Nordisk Inc FE T4 202 14F
R754 | WEGOVY® #IHik | Injection: clear, colorless solution available in 5

prefilled, disposable, single-dose pens:
+ 0.25 mg/ 0.5 mL

+ 0.5 mg/ 0.5 mL

+ 1 mg/ 0.5 mL

+ 1.7 mg/ 0.75 mL

+ 2.4 mg/ 0.75 mL

BHEE 1 INDICATIONS AND USAGE

1 WEGOVY® is indicated in combination with a reduced calorie diet and increased physical activity:

- to reduce the risk of major adverse cardiovascular (CV) events (CV death, non—fatal myocardial

infarction, or non—fatal stroke) in adults with established CV disease and either obesity or overweight.

- to reduce excess body weight and maintain weight reduction long term in:

- Adults and pediatric patients aged 12 years and older with obesity
- Adults with overweight in the presence of at least one weight-related comorbid condition.

- for the treatment of noncirrhotic metabolic dysfunction—associated steatohepatitis (MASH), formerly known
as nonalcoholic steatohepatitis (NASH), with moderate to advanced liver fibrosis (consistent with stages
F2 to F3 fibrosis) in adults.

The indication for MASH is approved under accelerated approval based on improvement of MASH and
fibrosis /see Clinical Studies (14.4)]. Continued approval for this indication may be contingent upon the
verification and description of clinical benefit in a confirmatory trial.

Limitations of Use

- WEGOVY® contains semaglutide. Coadministration with other semaglutide—containing products or with

any other GLP-1 receptor agonist is not recommended.

Mk | 2 DOSAGE AND ADMINISTRATION

OV B 2.1 Important Monitoring and Administration Instructions .

- In patients with type 2 diabetes mellitus, monitor blood glucose prior to starting WEGOVY® and during
WEGOVY® treatment /see Warnings and Precautions (5.4)].

- Prior to initiation of WEGOVY?®, train patients on proper injection technique. Refer to the accompanying
Instructions for Use for complete administration instructions with illustrations.

- Inspect WEGOVY® visually prior to each injection. Only use if solution is clear, colorless, and contains
no particles.

- Administer WEGOVY® in combination with a reduced—calorie diet and increased physical activity.

- Administer WEGOVY® once—weekly, on the same day each week, at any time of day, with or without
meals.

- Inject WEGOVY® subcutaneously in the abdomen, thigh, or upper arm. The time of day and the injection
site can be changed without dose adjustment.

2.2 Recommended Dosage Initiation and Escalation Schedule

- Initiate WEGOVY® with a dosage of 0.25 mg injected subcutaneously once-weekly. Follow the
recommended dosage initiation and escalation in Table 1 for all indications to reduce the risk of
gastrointestinal adverse reactions /see Warnings and Precautions (5.6), Adverse Reactions (6.1)].

- If patients do not tolerate a dose during dosage escalation, consider delaying dosage escalation for 4 weeks.

Table 1. Recommended Dosage Initiation and Escalation

Treatment Weeks Once-weekly
Subcutaneous Dosage
Initiation 1 through 4 0.25mg
5 through 8 0.5mg
Escalation 9 through 12 1mg
13 through 16 1.7mg
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See indication below
Maintenance 17 and onward (Subsection 2.3) for

maintenance dosage

2.3 Recommendations Maintenance Dosage

Cardiovascular Risk Reduction and Weight Reduction

- The maintenance dosage of WEGOVY® for CV risk reduction and weight reduction is either 2.4 mg
(recommended) or 1.7 mg injected subcutaneously once—weekly.

- Consider treatment response and tolerability when selecting the maintenance dosage /see Adverse
Reactions (6.1), Clinical Studies (14.2, 14.3)].

Noncirrhotic MASH with Moderate to Advanced Liver Fibrosis

- The recommended maintenance dosage of WEGOVY® for the treatment of noncirrhotic MASH with
moderate to advanced liver fibrosis is 2.4 mg injected subcutaneously once—weekly.

- If patients do not tolerate the maintenance dosage of 2.4 mg once—weekly, the dosage can be decreased
to 1.7 mg once-weekly. Consider reescalation to 2.4 mg once~weekly /see Adverse Reactions (6.1),
Clinical Studies (14.4)].

2.4 Recommendations Regarding Missed Dose

- If one dose is missed and the next scheduled dose is more than 2 days away (48 hours), administer
WEGOVY® as soon as possible. If one dose is missed and the next scheduled dose is less than 2 days away
(48 hours), do not administer the dose. Resume dosing on the regularly scheduled day of the week.

- If 2 or more consecutive doses are missed, resume dosing as scheduled or, if needed, reinitiate
WEGOVY® and follow the dose escalation schedule, which may reduce the occurrence of gastrointestinal
symptoms associated with reinitiation of treatment.

RN O 74 XE(SPC)(2025 £ 9 A)

44 | Novo Nordisk A/S I 20224F

R4 Wegovy 0.25 mg solution for injection in pre—filled pen K HAE Pre—filled pen, single—dose
Wegovy 0.5 mg solution for injection in pre—filled pen 0.25 mg/0. 5mL
Wegovy 1 mg solution for injection in pre—filled pen 0.5 mg/0.5 mL
Wegovy 1.7 mg solution for injection in pre—filled pen 1 mg/0.5 mL
Wegovy 2.4 mg solution for injection in pre—filled pen 1.7 mg/0.75 mL
Wegovy 0.25 mg FlexTouch solution for injection in 2.4 mg/0.75 mL
pre—filled pen Pre—filled pen, FlexTouch
Wegovy 0.5 mg FlexTouch solution for injection in 1 mg/1.5 mL
pre—filled pen 2 mg/1.5 mL, 2 mg/3 mL
Wegovy 1 mg FlexTouch solution for injection in 4 mg/3 mL
pre—filled pen 6.8 mg/3 mL
Wegovy 1.7 mg FlexTouch solution for injection in pre— 9.6 mg/3 mL
filled pen
Wegovy 2.4 mg FlexTouch solution for injection in pre—
filled pen

whte | 4.1 Therapeutic indications

ESRIES

Adults
Wegovy is indicated as an adjunct to a reduced—calorie diet and increased physical activity for weight
management, including weight loss and weight maintenance, in adults with an initial Body Mass Index (BMI)
of
+ >30 kg/m?® (obesity), or
+ 227 kg/m® to <30 kg/m? (overweight) in the presence of at least one weight-related comorbidity
e.g. dysglycaemia (prediabetes or type 2 diabetes mellitus), hypertension, dyslipidaemia, obstructive
sleep apnoea or cardiovascular disease.

For trial results with respect to cardiovascular risk reduction, obesity—related heart failure, and
populations studied, see section 5.1.

Adolescents (>12 years)
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Wegovy is indicated as an adjunct to a reduced—calorie diet and increased physical activity for weight
management in adolescents ages 12 years and above with

+ obesity* and

+ body weight above 60 kg.

Treatment with Wegovy should be discontinued and re—evaluated if adolescent patients have not reduced
their BMI by at least 5% after 12 weeks on the 2.4 mg or maximum tolerated dose.

*Obesity (BMI >95th percentile) as defined on sex— and age—specific BMI growth charts (CDC.gov) (see Table 1).

Table 1 BMI cut—off points for obesity (>95™ percentile) by sex and age for paediatric patients aged 12
and older (CDC criteria)

BMI (kg/m?) at 95% Percentile
Age (years)
Males Females
12 24.2 25.2
12.5 24.7 25.7
13 25.1 26.3
13.5 25.6 26.8
14 26.0 27.2
14.5 26.4 27.7
15 26.8 28.1
15.5 27.2 28.5
16 27.5 28.9
16.5 27.9 29.3
17 28.2 29.6
17.5 28.6 30
FHvE} | 4.2 Posology and method of administration
<y e | Posology
[O5ER <4 _W

The maintenance dose of semaglutide 2.4 mg once—weekly is reached by starting with a dose of 0.25 mg.
To reduce the likelihood of gastrointestinal symptoms, the dose should be escalated over a 16-week period
to a maintenance dose of 2.4 mg once weekly (see Table 2). In case of significant gastrointestinal
symptoms, consider delaying dose escalation or lowering to the previous dose until symptoms have
improved. Weekly doses higher than 2.4 mg are not recommended.

Table 2 Dose escalation schedule

Dose escalation Weekly dose

Week 1-4 0.25mg

Week 5-8 0.5mg

Week 9-12 1lmg

Week 13-16 1.7mg

Maintenance dose 2.4mg
Adolescents

For adolescents ages 12 years and above, the same dose escalation schedule as for adults should be
applied (see Table 2). The dose should be increased until 2.4 mg (maintenance dose) or maximum tolerated
dose has been reached. Weekly doses higher than 2.4 mg are not recommended.

Patients with type 2 diabetes

When initiating semaglutide in patients with type 2 diabetes, consider reducing the dose of concomitantly
administered insulin or insulin secretagogues (such as sulfonylureas) to reduce the risk of hypoglycaemia,
see section 4.4.

Missed dose

If a dose is missed, it should be administered as soon as possible and within 5 days after the missed dose. If
more than 5 days have passed, the missed dose should be skipped, and the next dose should be
administered on the regularly scheduled day. In each case, patients can then resume their regular once
weekly dosing schedule. If more doses are missed, reducing the starting dose for re—initiation should be
considered.
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Special populations
Elderly (>65 years old)

No dose adjustment is required based on age. Therapeutic experience in patients >85 years of age is
limited.

Patients with renal impairment

No dose adjustment is required for patients with mild or moderate renal impairment. Experience with the
use of semaglutide in patients with severe renal impairment is limited. Semaglutide is not recommended for
use in patients with severe renal impairment (eGFR <30 mL/min/1.73m?) including patients with end-stage
renal disease (see sections 4.4, 4.8 and 5.2).

Patients with hepatic impairment

No dose adjustment is required for patients with mild or moderate hepatic impairment. Experience with the
use of semaglutide in patients with severe hepatic impairment is limited. Semaglutide is not recommended
for use in patients with severe hepatic impairment and should be used cautiously in patients with mild or
moderate hepatic impairment (see sections 4.4 and 5.2).

Paediatric population

No dose adjustment is required for adolescents ages 12 years and above.

The safety and efficacy of semaglutide in children below 12 years of age have not been established.
Method of administration

Subcutaneous use.

Wegovy is administered once weekly at any time of the day, with or without meals.

It is to be injected subcutaneously in the abdomen, in the thigh or in the upper arm. The injection site can
be changed. It should not be administered intravenously or intramuscularly.

The day of weekly administration can be changed if necessary, as long as the time between two doses is at
least 3 days (>72 hours). After selecting a new dosing day, once—weekly dosing should be continued.
When administering Wegovy pre—filled pen for single use, the pen should be pressed firmly against the skin
until the yellow bar has stopped moving. The injection takes about 5-10 seconds.

Patients should be advised to read the instruction for use included in the package leaflet carefully before
administering the medicinal product.

For further information before administration see section 6.6.
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KEOUT CE 8.1 Pregnancy
(20254E10 1) Pregnancy Exposure Registry

There is a pregnancy exposure registry that monitors pregnancy outcomes in women exposed to
semaglutide during pregnancy. Pregnant women exposed to WEGOVY® and healthcare providers
are encouraged to contact Novo Nordisk at 1-877-390-2760 or
WWww.wegovypregnancyregistry.com.

Risk Summary

Based on animal reproduction studies, there may be potential risks to the fetus from exposure to
semaglutide during pregnancy. Available pharmacovigilance data and data from clinical trials with
WEGOVY® use in pregnant patients are insufficient to establish a drug—associated risk of major
birth defects, miscarriage or adverse maternal or fetal outcomes.

Weight loss offers no benefit to a pregnant patient and may cause fetal harm. When a pregnancy is
recognized, advise the pregnant patient of the risk to a fetus, and discontinue WEGOVY® (see

Clinical Considerations).
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There may be risks to the mother and fetus related to underlying MASH with advanced liver fibrosis
(see Clinical Considerations). Whether semaglutide treatment during pregnancy reduces these risks
is unknown. WEGOVY® for the treatment of MASH should be used during pregnancy only if the
potential benefit justifies the potential risk to the fetus.

In pregnant rats administered semaglutide during organogenesis, embryofetal mortality, structural
abnormalities and alterations to growth occurred at maternal exposures below the maximum
recommended human dose (MRHD) based on AUC. In rabbits and cynomolgus monkeys adminis—
tered semaglutide during organogenesis, early pregnancy losses and structural abnormalities were
observed at below the MRHD (rabbit) and greater than or equal to 2—fold the MRHD (monkey).
These findings coincided with a marked maternal body weight loss in both animal species (see Data).
The background risk of major birth defects and miscarriage for the indicated populations are
unknown. In the U.S. general population, the estimated background risk of major birth defects and
miscarriage in clinically recognized pregnancies is 2% to 4% and 15% to 20%, respectively.

Clinical Considerations

Disease-associated maternal and/or embryo,/fetal risk

Appropriate weight gain based on pre—pregnancy weight is currently recommended for all pregnant
patients, including those who already have overweight or obesity, because of the obligatory weight
gain that occurs in maternal tissues during pregnancy.

There may be risks to the mother and fetus related to MASH with advanced liver fibrosis, such as
increased risks of gestational diabetes, hypertensive complications, preterm birth, and postpartum
hemorrhage. The effect of semaglutide on these risks is unknown.

Data

Animal Data

In a combined fertility and embryofetal development study in rats, subcutaneous doses of 0.01,
0.03, and 0.09 mg/kg/day (0.04-, 0.1-, and 0.4-fold the MRHD) were administered to males for 4
weeks prior to and throughout mating and to females for 2 weeks prior to mating, and throughout
organogenesis to Gestation Day 17. In parental animals, pharmacologically mediated reductions in
body weight gain and food consumption were observed at all dose levels. In the offspring, reduced
growth and fetuses with visceral (heart blood vessels) and skeletal (cranial bones, vertebra, ribs)
abnormalities were observed at the human exposure.

In an embryofetal development study in pregnant rabbits, subcutaneous doses of 0.001, 0.0025 or
0.0075 mg/kg/day (0.01-, 0.1-, and 0.9-fold the MRHD) were administered throughout
organogenesis from Gestation Day 6 to 19. Pharmacologically mediated reductions in maternal body
weight gain and food consumption were observed at all dose levels. Early pregnancy losses and
increased incidences of minor visceral (kidney, liver) and skeletal (sternebra) fetal abnormalities
were observed at greater than or equal to 0.0025 mg/kg/day, at clinically relevant exposures.

In an embryofetal development study in pregnant cynomolgus monkeys, subcutaneous doses of
0.015, 0.075, and 0.15 mg/kg twice—weekly (0.4-, 2—, and 6-fold the MRHD) were administered
throughout organogenesis, from Gestation Day 16 to 50. Pharmacologically mediated, marked initial
maternal body weight loss and reductions in body weight gain and food consumption coincided with
the occurrence of sporadic abnormalities (vertebra, sternebra, ribs) at greater than or equal to
0.075 mg/kg twice-weekly (greater than or equal to 2 times human exposure).

In a pre— and postnatal development study in pregnant cynomolgus monkeys, subcutaneous doses
0f 0.015, 0.075, and 0.15 mg/kg twice—weekly (0.2—, 1-, and 3—fold the MRHD) were administered
from Gestation Day 16 to 140. Pharmacologically mediated marked initial maternal body weight loss
and reductions in body weight gain and food consumption coincided with an increase in early
pregnancy losses and led to delivery of slightly smaller offspring at greater than or equal to 0.075
mg/kg twice-weekly (greater than or equal to 1-time human exposure).

8.2 Lactation

Risk Summary

There are no data on the presence of subcutaneously administered semaglutide or its metabolites
in human milk, the effects on the breastfed infant, or the effects on milk production. Semaglutide
was present in the milk of lactating rats. When a drug is present in animal milk, it is likely that the
drug will be present in human milk (see Data). The developmental and health benefits of
breastfeeding should be considered along with the mother’s clinical need for WEGOVY® and any
potential adverse effects on the breastfed infant from WEGOVY® or from the underlying maternal
condition.

Data
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In lactating rats, semaglutide was detected in milk at levels 3— to 12— fold lower than in maternal
plasma.

8.3 Females and Males of Reproductive Potential

Based on data from animal reproduction studies, females of reproductive potential receiving
WEGOVY® for CV risk reduction or weight reduction or females of reproductive potential receiving
WEGOVY® for MASH in whom the potential risk outweighs the potential benefit should discontinue
WEGOVY® at least 2 months before they plan to become pregnant to account for the long half-life
of semaglutide /see Use in Specific Populations (8.1)].

SPC(Summary of
Product

4.6 Fertility, pregnancy and lactation
Women of childbearing potential

Women of childbearing potential are recommended to use contraception when treated with

characteristics semaglutide (see section 4.5).

(R DTAT )

(20254E9 H ) Pregnancy
Studies in animals have shown reproductive toxicity (see section 5.3). There are limited data from
the use of semaglutide in pregnant women. Therefore, semaglutide should not be used during
pregnancy. If a patient wishes to become pregnant, or pregnancy occurs, semaglutide should be
discontinued. Semaglutide should be discontinued at least 2 months before a planned pregnancy
due to the long half-life (see section 5.2).
Breast—feeding
In lactating rats, semaglutide was excreted in milk. A risk to a breast—fed child cannot be excluded.
Semaglutide should not be used during breast—feeding.
Fertility
The effect of semaglutide on fertility in humans is unknown. Semaglutide did not affect male
fertility in rats. In female rats, an increase in oestrous length and a small reduction in number of
ovulations were observed at doses associated with maternal body weight loss.

F—2 57 0¥ | 4-6 FERTILITY, PREGNANCY AND LACTATION

o Effects on fertility

= The effect of semaglutide on fertility in humans is unknown. Semaglutide did not affect male fertility
(20254£104) in rats at daily subcutaneous (s.c.) doses of 828 u g/kg, resulting in exposures approximately 4.5

times the clinical AUC. In female rats, an increase in oestrous length and a small reduction in
number of ovulations were observed at doses associated with maternal body weight loss
(>30 1 g/kg/day SC, resulting in subclinical exposures).

Use in pregnancy - Pregnancy Category D

Semaglutide should not be used during pregnancy. Women of childbearing potential are
recommended to use contraception when treated with semaglutide. If a patient wishes to become
pregnant, or pregnancy occurs, semaglutide should be discontinued. Semaglutide should be
discontinued at least 2 months before a planned pregnancy due to the long half-life (see section 5.2
Pharmacokinetic Properties).

Studies in animals have shown reproductive toxicity when semaglutide was administered during
organogenesis. In pregnant rats, embryofetal toxicity (lethality, impaired growth and an increased
incidence of fetal abnormalities) was observed at subclinical plasma exposures. Mechanistic studies
suggest a direct GLP-1 receptor mediated role of semaglutide on some of the effects in rats (species
specific). In pregnant rabbits, pharmacologically mediated reductions in maternal body weight gain
and food consumption were observed at all dose levels. Early pregnancy losses and increased
incidences of minor visceral (kidney, liver) and skeletal (sternebra) fetal abnormalities were observed
at >0.0025mg/kg/day, at clinically relevant exposures. In pregnant cynomolgus monkeys,
pharmacologically mediated, marked initial maternal body weight loss and reductions in body weight
gain and food consumption coincided with the occurrence of sporadic abnormalities (vertebra,
sternebra, ribs) and with an increase in early pregnancy losses at >0.075mg/kg twice weekly (>1.4~
fold clinical exposure at 2.4mg/week). Exposures at the NOAEL in all species were subclinical and
a direct effect of semaglutide on the fetus cannot be excluded.

Use in lactation
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In lactating rats, semaglutide was excreted in milk. A risk to a breast—fed child cannot be excluded.

Semaglutide should not be used during breast—feeding.
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KEOWRFSCE | 8.4 Pediatric Use

(20254610 A) The safety and effectiveness of WEGOVY® in combination with a reduced calorie diet and
increased physical activity to reduce excess body weight and maintain weight reduction long term in
pediatric patients aged 12 years and older with obesity have been established. Use of WEGOVY® for
this indication is supported by a 68—week, double—blind, placebo—controlled clinical trial in 201
pediatric patients aged 12 years and older with a BMI corresponding to >95th percentile for age and
sex [see Clinical Studies (14.3)]and from trials in adult patients with obesity /see Clinical Studies
(14.2)]. Use of the 1.7 mg once-weekly maintenance dosage of WEGOVY® in pediatric patients is
also supported by additional exposure—efficacy and safety analyses in pooled adult and pediatric
patients.

Adverse reactions with WEGOVY® treatment in pediatric patients aged 12 years and older were
generally similar to those reported in adults. Pediatric patients aged 12 years and older treated

with WEGOVY® had greater incidences of cholelithiasis, cholecystitis, hypotension, rash, and
urticaria compared to adults treated with WEGOVY® [see Adverse Reactions (6.1)].

There are insufficient data in pediatric patients with type 2 diabetes treated with WEGOVY® for
obesity to determine if there is an increased risk of hypoglycemia with WEGOVY® treatment

similar to that reported in adults. Inform patients of the risk of hypoglycemia and educate them on
the signs and symptoms of hypoglycemia. In pediatric patients aged 12 years and older with type

2 diabetes, monitor blood glucose prior to starting WEGOVY® and during WEGOVY® treatment.
When initiating WEGOVY" in pediatric patients aged 12 years and older with type 2 diabetes,
consider reducing the dose of concomitantly administered insulin secretagogue (such as
sulfonylureas) or insulin to reduce the risk of hypoglycemia /see Warnings and Precautions (5.4)].
The safety and effectiveness of WEGOVY® have not been established in pediatric patients:

- To reduce the risk of major adverse CV events. Clinical trials for this indication are highly
impracticable because of the low prevalence of the condition in pediatric patients.

- To reduce excess body weight and maintain weight reduction long term in those less than 12 years
of age.

- For the treatment of noncirrhotic MASH.

SPC(Summary of | 4.2 Posology and method of administration

Product Special populations

characteristics Paediatric population

(BRI DT SC No dose adjustment is required for adolescents ages 12 years and above.

) The safety and efficacy of semaglutide in children below 12 years of age have not been established.
(202549 H)

5.1 Pharmacodynamic properties
Paediatric population

Al



The European Medicines Agency has deferred the obligation to submit the results of studies with
Wegovy in one or more subsets of the paediatric population in the treatment of weight management
(see section 4.2 for information on paediatric use).

5.2 Pharmacokinetic properties

Special populations

Paediatrics

Pharmacokinetic properties for semaglutide were assessed in a clinical trial for adolescent patients
with obesity or overweight and at least one weight-related comorbidity ages 12 to <18 years (124
patients, body weight 61.6-211.9 kg). The semaglutide exposure in adolescents was similar to that in
adults with obesity or overweight.

Safety and efficacy of semaglutide in children below 12 years of age have not been studied.
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