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AR Z= 25373 0 0 3(0.9%) 1(0.3%) 3(0.4%) 1(0.1%)
1L AR RE SR 1(0.3%) 0 2(0.6%) 0 3(0.4%) 0
BN 0 0 0 3(0.9%) 0 3(0.4%)
AESELEY 1(0.3%) 1(0.3%) 0 0 1(0.1%) 1(0.1%)
FERRA AR 0 0 0 1(0.3%) 0 1(0.1%)
IRfE AR 0 0 1(0.3%) 0 1(0.1%) 0

MedDRA version 24.0 F—97vhA78:2021F18195(TENAYAZER). 202158268 (TENAYAGRBRDBAER IR —). 202061283288 (LUCERNEER)  n(%)
RERICEIZAEEROEEEDPIRELITO®EY)

- NE—ZEQBW-Q16W : 821 il chEE 24 EEZ 261

s 77N ETRQBW - thEE 6. EE 14l

a) TENAYAGRBRELUCERNEERBROBREME LI T—Y
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2587 —5

SEIMABERREER (GR4030651 5% : TENAYAGKER. GR4084451H5% : LUCERNESHER) TAAIZIRSINIQB8W-Q16WEE
70481 (BERAN66H1ZZE) [CHEWV T RARENEEERDOAERAE (I T D@ T AFIBETE3.7%(26/70461) (C
RBHESNFEUIZ. FFNENERBIRNEE CERWVEETERE1.6%(11/70481) (CFBHESNFE U, T RRRIENEE R
BESER(30.9% (6/70461) (CERHOSN. AEIEDARBRNEE CEHVWEELBHEERIF0.6%(4/704%1) (CERHE5N
Flrc,

TENAYAZHER LUCERNEZ#5% nAMD#&?
NE=ZE  77UNLETN NE-RE  77UNLEFN  NE-ZE  7IUNLETH

QBW-Q16W Q8W QBW-Q16W Q8W Q8W-Q16W Q8W

(n=373) (n=377) (n=331) (n=326) (n=704) (n=703)
] 15(4.0%) | 5(1.3%) | 11(3.3%) | 103.1%) | 263.7%) | 15(2.1%)
A aRRleant: 6(16% | 1003% | 5015% | 6(1.8% | 11(1.6%) | 7(1.0%)
= HEER 2(0.5%) 0 4(1.2%) 3(0.9%) 6(0.9%) 3(0.4%)
GECLI) | suspsmepmiEah) | 1(0.3%) 0 3(0.9%) 2(0.6%) 4(0.6%) 2(0.3%)
=SSR 11(2.9%) | 3(0.8%) 4(1.2%) 6(1.8%) | 15(2.1%) 9(1.3%)
il pees—y 5(1.3%) 0 2(0.6%) 3(0.9%) 7(1.0%) 3(0.4%)
2 HEER 3(0.8%) | 2(0.5%) 7(2.1%) 3(0.9%) | 10(1.4%) 5(0.7%)
g s SHERECERESY | 1(0.3%) | 1(0.3%) 3(0.9%) 3(0.9%) 4(0.6%) 4(0.6%)
HEER 2(0.5%) 0 2(0.6%) 2(0.6%) 4(0.6%) 2(0.3%)
BE RERERCESESY | 1(0.3%) 0 1(0.3%) 1(0.3%) 2(0.3%) 1(0.1%)
e |- EEER 1(0.3%) 0 5(1.5%) 2(0.6%) 6(0.9%) 2(0.3%)
FTRTDELDEEER
FIEAY 7(1.9%) | 2(0.5%) 3(0.9%) 1(0.3%) | 10(1.4%) 3(0.4%)
RESEER 2(0.5%) | 1(0.3%) 3(0.9%) 2(0.6%) 5(0.7%) 3(0.4%)
TS 4(1.1%) 0 1(0.3%) 1(0.3%) 5(0.7%) 1(0.1%)
INEHBNIE 0 1(0.3%) 0 4(1.2%) 0 5(0.7%)
A LR E SN 1(0.3%) 0 3(0.9%) 0 4(0.6%) 0
ITRERRER 0 0 2(0.6%) 1(0.3%) 2(0.3%) 1(0.1%)
IS TELEY 2(0.5%) 0 0 0 2(0.3%) 0
BEOILT 0 1(0.3%) 0 0 0 1(0.1%)
JERAIEIRPIR 0 0 0 1(0.3%) 0 1(0.1%)
e T 1(0.3%) 0 0 0 1(0.1%) 0
IR R 0 0 1(0.3%) 0 1(0.1%) 0
MedDRA version 24.1 112BEFXTCICRELEEEEREZZS0. n (%)

KREPIECES /AT EROEER DRI T D&Y
- NE—ZEQ8W-Q16W : B 14l chZE 2. EE 34|
- T7UNIETNQBW  hEE 1A EE 14
a) TENAYAGERELUCERNEERDfERERS LIcT—Y
b) hRFGFHES (U —T 1> 719 —) M ESERARBOERIRE B UIER . AREHRREMEROM RIFFBH SN EH oz HIfisnEL,
BHN—TA2 T I —DRERIBIBIUHEBEORBEEL TCERNSE TV E<EEBRTT,




[ DME___

AT —9

SEMABRRIRELER (GR40349518% | YOSEMITEERER. GR40398515% : RHINEEHER) TARIZIR S SNI=Q8WEE N UPTIRE
126261 (HAEANA0GIZZ0) [CHW T IRANENEEEROABARZ LT OEY T AHFEF TE1.4%(18/126261) (C
RHESNFEUIZ. FHNENRERBERNEE CERWVEEERF0.7%(9/126261) (CFBHSNFE U, T RRNIENEER
BESER(30.4%(5/12626) [CF3HESN . AFENARBHENEETIBVEBLHEERI$0.3%(4/126261) (C538
SNEL REEMEXR N UHRMERESREH SRARNIERR. WITNORSHFHCHEVTEROSNFEATUL,

YOSEMITEERER RHINE:HER DMERS?
NE—ZE FIURNL NE—ZE FIURNL NE—ZE FIURNL
Q8w PTI Jcc)g:/l\\/ Q8W PTI ggvb Q8W PTI 2(F ggvb
(n=313) (n=313) (n=311) (h=317) (n=319) (n=314) (n=630) (n=632) (N=1262) (n=625)
H5EER 6(1.9%) | 7(2.2%) | 3(1.0%) | 3(0.9%) | 2(0.6%) | 1(0.3%) | 9(1.4%) | 9(1.4%) |18(1.4%) | 4(0.6%)
RBELEES)ESNEEEER | 2(0.6%) | 6(1.9%) | 2(0.6%) [1(0.3%) | 0 0 |3(0.5%) |6(0.9%) | 9(0.7%) | 2(0.3%)
sz 5= 1(0.3%) [4(1.3%) | O 0 0 0 [1(0.2%) | 4(0.6%) | 5(0.4%) 0
GECLSY) | suessmspaiEast) 0 |4(1.3%) 0 0 0 0 0 | 4(0.6%) | 4(0.3%) 0
- g% 2(0.6%) | 4(1.3%) | 3(1.0%) | 3(0.9%) | 1(0.3%) | 0 |5(0.8%) | 5(0.8%) [10(0.8%) | 3(0.5%)
JEBREECBEE) 0 2(0.6%) | 2(0.6%) | 1(0.3%) 0 0 1(0.2%) | 2(0.3%) | 3(0.2%) | 2(0.3%)
= o= 3(1.0%) |5(1.6%) | 0O 0 |1(0.3%) | 1(0.3%) | 3(0.5%) | 6(0.9%) | 9(0.7%) | 1(0.2%)
g e SRERERERSEDV) | 1(0.3%) | 4(1.3%) 0 0 0 0 1(0.2%) | 4(0.6%) | 5(0.4%) 0
58 1(0.3%) [2(0.6%) | 0 0 0 0 [1(0.2%) | 2(0.3%) | 3(0.2%) 0
R SRERZRCBSEDV) | 1(0.3%) | 2(0.6%) 0 0 0 0 1(0.2%) | 2(0.3%) | 3(0.2%) 0
BSHILICESI-BESER 1(0.3%) | 2(0.6%) 0 0 0 0 1(0.2%) | 2(0.3%) | 3(0.2%) 0
TRTOEZDEEER
LB A 0 [3(1.0%) | 1(0.3%) | 2(0.6%) | 0 | 1(0.3%) | 2(0.3%) | 3(0.5%) | 5(0.4%) | 2(0.3%)
RESEN 2(0.6%) |3(1.0%) | © 0 [103%| 0 |2(03%) |4(0.6%) | 6(0.5%) 0
YRR 2(0.6%) | 1(0.3%) | 2(0.6%) | 1(0.3%) | 0 0 [3(0.5%) | 1(0.2%) | 4(0.3%) | 2(0.3%)
TR ARS 2(0.6%) | 1(0.3%) | 0 0 [1(003%)| 0 [2(0.3%)|2(0.3%) | 4(0.3%) 0
UL AMEERESER  [103% ]| 0 0 0 0 0 [102%| 0 1(<0.1%)| 0
BERESIER 0 [103%| o0 0 0 0 0 [1(02%) | 1(<0.1%)| O %
ARBSELEY 0 [103%| o0 0 0 0 0 [1(02%) | 1(<0.1%)| 0 |
HIEDAE 0 [103%| o0 0 0 0 0 [1(02%) | 1(<0.1%)| O
TS AR 0 [103%| 0 0 0 0 0 |1(02%) | 1(<0.1%)| 0
MedDRA version 23.1 F—9Av~A7H: 20205108208 (YOSEMITESER) . 20204108198 (RHINEHER) n (%)
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6. FIERUHE (k)
(FEPRINENZE)
77T (ELTFHERR) ELT6.0mg((0.05mL) 24BIE(C 1B GBE GEFRAQHFHARS T 50 ERICEVIRSEREEER U 5. Z0RE. 1’5
BRERCIGERLUGBE. 1682 E(C1 0 BFAERIRS T 2. BB JERICEVIRSREREEEREEY 5 4B LHT2I s,
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SEMABERPRELER (GR40349515% | YOSEMITEE S%. GR4039855% : RHINEEBR) TARIZIRSINIQ8WE R UPTIE
126261 (HAEANA0HIZZ0) [CHW T IRANENEEEROAFARZ LT OEY T AFEF TIE1.7%(21/12626)) (C
RHESNFEUIZ. FFNEDERBIRENEE CERWVEEERF0.7%(9/126261) (CFBHSNFE Uz, T RRRIENEE R
BESR(30.4%(5/126261) [CBHESN. FHIENDHEARBRNEE CERVWEELHEERIF0.3%(4/1262641) (Z53

5nFEL,
YOSEMITES#5% RHINE:HER DME#HE?
NE—ZE FIURNL NE—ZE FIURNL NE—ZRE FIURNL
Q8w PTI JQval\\/ Q8W PTI JQval\\/ Q8W PTI 2(F JQagvl\\/
(n=313) (n=313) (n=311) (K=317) (n=319) (n=314) (n=630) (n=632) (n=1262) (n=625)
5EER 7(2.2%) | 7(2.2%) | 5(1.6%) | 3(0.9%) | 4(1.3%) | 2(0.6%) [10(1.6%) |11(1.7%)|21(1.7%) | 7(1.1%)
;‘ggi;ﬁﬁﬁ&uezént 3(1.0%) | 5(1.6%) | 2(0.6%) | 1(0.3%) 0 0 4(0.6%) | 5(0.8%)| 9(0.7%) | 2(0.3%)
T EEE ] 1(0.3%) | 4(1.3%) 0 0 0 1(0.3%) | 1(0.2%) | 4(0.6%)| 5(0.4%) | 1(0.2%)
GECLUSY) | suepsmepgEsnh) | 0 [403% | 0 0 0 0 0 | 406%)| 40.3% 0
H5E=ER 3(1.0%) | 3(1.0%) | 5(1.6%) | 3(0.9%) | 3(0.9%) 0 6(1.0%) | 6(0.9%)|12(1.0%) | 5(0.8%)
B TRRRE RS ED) 0 1(0.3%) | 2(0.6%) | 1(0.3%) 0 0 1(0.2%) | 1(0.2%)| 2(0.2%) | 2(0.3%)
= 8% 4(1.3%) | 5(1.6%) 0 0 | 2(06%) | 2(0.6%) | 4(0.6%) | 7(1.1%)| 11(0.9%) | 2(0.3%)
g PEE SRERERCREED) | 2(0.6%) | 4(1.3%) 0 0 0 2(0.3%) | 4(0.6%)| 6(0.5%) 0
8% 1(0.3%) | 3(1.0%) 0 0 0 1(0.2%) | 3(0.5%)| 4(0.3%) 0
R SLERERAESEDV) | 1(0.3%) | 3(1.0%) 0 0 0 0 1(0.2%) | 3(0.5%)| 4(0.3%) 0
BEPIEICESREER 2(0.6%) | 3(1.0%) 0 0 0 0 2(0.3%) | 3(0.5%)| 5(0.4%) 0
ITRTOELDEESHR
RESEEN 3(1.0%) | 3(1.0%) 0 0 1(0.3%) 0 3(0.5%) | 4(0.6%)| 7(0.6%) 0
LIE A 1(0.3%) | 2(0.6%) | 1(0.3%) 0 | 2(06%) | 1(0.3%) | 1002%) | 4(0.6%)| 5(0.4%) | 2(0.3%)
TR EARRARS 1(0.3%) | 1(0.3%) 0 1(0.3%) | 2(0.6%) | 1(0.3%) | 2(0.3%) | 3(0.5%)| 5(0.4%) | 1(0.2%)
WBHNIE 0 1(0.3%) | 2(0.6%) | 1(0.3%) 0 0 100.2%) | 1(0.2%)| 2(0.2%) | 2(0.3%)
THFAR 1(0.3%) 0 | 2(06%) | 1(0.3%) 0 0 2003%) | O 2(0.2%) | 2(0.3%)
DTN AEAEBERESEX | 1(0.3%) 0 0 0 0 0 1002%) | © 1(<0.1%) 0
BERESER 0 1(0.3%) 0 0 0 0 0 1(0.2%) | 1(<0.1%) 0
AESETEY 0 1(0.3%) 0 0 0 0 0 1(0.2%)| 1(<0.1%) 0
ATAS AR 0 1(0.3%) 0 0 0 0 0 1(0.2%) | 1(<0.1%) 0
MedDRA version 24.0 100BEZxTICHEELASTERZS0. n(%)

BE5DPIEICESIEBEEROEEEDOANRELITOREY
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RVO

N—N1 (24805 BRRIE T) DT—5
SEIHBERPRELER (GR4A 198451 5% : BALATONSEHER . GR4 19865 8% : COMINOZHER) TAFIZISENIZQAWEE64 16
(BFRA36FZZ0) (CHEVW T IRANENEEEROFERERE (LU T OB T ABIFTIE.4%(9/64141) (CFBHSN
FUI ABIENARBIRASE CERVEEBRIE1.1%(7/64161) (C

=

HENFEUIz. I IRARIENEX BB EER

(30.3%(2/6416) (CEBHEN. CNENBEEBRIF. TN THEIEORRERAEESNEE A TUI HRMER KL UHEE
MEMABBREH SRR VT NORSECHVLTHROSNFLATLUL,

BALATONGHE COMINO&E RVORES?
RE-2E  7IUNMETN  RE-2E  TIUNMETR  NE-ZE FIUALETR
QAW Q4W QAW Q4w Q4w QAW
(n=276) (n=274) (n=365) (n=361) (n=641) (n=635)
HEBR 1(0.4%) 0 8(22%) | 4(1.1%) | 9(1.4%) | 4(0.6%)
SLER s -
Al esnt: 0 0 709% | 206% | 701% | 2(0.3%)
-— HEER 0 0 205%) | 103% | 203% | 1(00.2%)
GECLLY | snmgepmasy 0 0 2(0.5%) 0 2(0.3%) 0
oy | FEPR 1(0.4%) 0 6(16%) | 308% | 7011% | 3(0.5%)
| hsmemEs) 0 0 51.4%) | 2(06%) | 5(0.8%) | 2(0.3%)
= HEER 0 0 205% | 103% | 203% | 1(0.2%)
| e
= SHRE RS 0 0 2(0.5%) 0 2(0.3%) 0
BEER 0 0 0 0 0 0
o
SHRELRSES) 0 0 0 0 0 0
ST B EEER 0 0 2(0.5%) 0 2(0.3%) 0
TRTOELDEEER
AT 0 205%) | 2(06% | 2003% | 2(0.3%)
RESER 0 205%) | 103% | 203% | 1(00.2%)
WFGH 0 3(0.8%) 0 3(0.5%) 0
WF I 1(0.4%) 0 0 0 1(0.2%) 0
TRERR 0 0 1(0.3%) 0 1(0.2%) 0
SERRIEIRAI 0 0 0 1(0.3%) 0 1(0.2%)

MedDRA version 25.0 24:BE5RBERIFE CICRIAEL/LBEEERES .
BE5DIEICESIBEBROEFEDOANRELITOREY
- NE—ZEQAW : hEZEE 24
d)BALATONE B & COMINOERDIEREHE LIz T —9

n (%)

6. FIERUHE (k)
(TERREVLZE)

77T (ELTFHERR) ELT6.0mg((0.05mL) 24BIE(C 1B GBE GEFRAQHFHARS TN ERICEVIRSEREEER U, Z0RE 185

BRERCIGERLUGBRE. 1682 E(C1 0 BFAERIRS T . BB JERICEVIRSREREEEREEY 5. 4B LHT2I s,




=z

IN—b2(24;B85H 57 2iBEFFET) DF—9

SEMABERPREE5R (GR4 19845188 : BALATONEKER. GR41986515% : COMINOIKER) TAAIB6 29618V 7 7UNILE T~
DS ER A EIBE6096I (MR TEAA8161ZZ0) (B VT IRAREDAEEEROAIMEE (FLU T O T AH8#
TI31.9%(12/62961) (CFBHEN. 7 TUNILE IO SYIVE R I-ABIBETIE1.3% (8/60961) ICERHESNFE U AFIED
ARBREABECEHVEEBREFFIBETE1.7%(11/62961) (CRHESN. 7 TUNILETF M SYIB R 1A EIBE TE
0.5% (3/6096) (CFBHENE ULz Fo RANIENEEGEHEERSAFIEF TI30.5% (3/62961) (ZFBHESN. 7 7UNIL
T FIDSUNER AR TRBOONFEATUIL. CNSDEELBEEBRE. IR TAREOARBENEESN
FEATUIL MBRMEXRUREMERAEERZ 4 SIRANEF. WVINORSECHEVTEROONF LA TU,

BALATON:ER COMINOZE: RVO#EY
FIINLETR FIINLET R FIINLETR
NE=REPTI  HSEWEBRE  NE—REPTI  HSEWEZE  NE—REPTI  ASYWERE
(n=270) NE—ZEPTI (n=359) NE—ZEPTI (n=629) NE—REPTI
(n=267) (n=342) (n=609)
5=E=x 2(0.7%) 3(1.1%) 10(2.8%) 5(1.5%) 12(1.9%) 8(1.3%)
SIS S ¢4 -
S RSNEST 1(0.4%) 0 102.8% | 309% | 1107% | 3(0.5%)
s HEER 0 0 3(0.8%) 0 3(0.5%) 0
GECLY) | susssmepiisst) 0 0 3(0.8%) 0 3(0.5%) 0
-~ H5=E=R 2(0.7%) 3(1.1%) 5(1.4%) 3(0.9%) 7(1.1%) 6(1.0%)
N RERECRSESY | 1(0.4%) 0 4(1.1%) 3(0.9%) 5(0.8%) 3(0.5%)
& =SSR 0 0 6(1.7%) 2(0.6%) 6(1.0%) 2(0.3%)
| hEE ———
B SRERERC B ES ) 0 0 6(1.7%) 0 6(1.0%) 0
H=ER 0 0 0 0 0 0
BE
SRERECBES ) 0 0 0 0 0 0
BENIFCE-EEER 0 0 3(0.8%) 0 3(0.5%) 0
FTRTHEYDEEER
TR 1(0.4%) 1(0.4%) 3(0.8%) 4(1.2%) 4(0.6%) 5(0.8%)
BN 0 2(0.7%) 3(0.8%) 1(0.3%) 3(0.5%) 3(0.5%)
TR 1(0.4%) 0 4(1.1%) 0 5(0.8%) 0
RESER 0 0 1(0.3%) 0 1(0.2%) 0
BB ELEY 0 0 1(0.3%) 0 1(0.2%) 0
IFRR IR 0 0 1(0.3%) 0 1(0.2%) 0
MedDRA version 26.0 SR CLITICEHUIESLIE72BEECICREL-EESSRES0, n (%)

- IS— N THBBE THOIRE [AFIBFD 52480 LU () \—R2) ABIPTHR SA]: 248301 S (RBIFTc 334 L) F723IR SR, HULIZ24BIFDR SF(FHR S PRI
BVSEF168HE 4BEDEFREH)
- IS=NT7TUNRIETREETHOIZERE [7 7NV E NN S 2458051 (/S —R2) ARIPTHRE SAL: ARIOYER SHELEER 5%
KEPIECES/CAEBRDOEBER DR T D&Y
- NE—REPTI: thEE 34|
d) BALATONE#ECOMINOHBRDIEREME LT —Y
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488057 —5

EMSEIHEERERER (JRA4390558 : NIHONBASHISER) TARIERSSNEBAANESE 240 E LT IRANENES
BROFIVEE34.2%(1/248) TUIz AR OERBEHFRN EE CERVEEBRIITOSNEL A TUI. T2 IRPEVE
DEFBAZTERIIBHSNFLATUL,

NIHONBASHIH 5%

NE—2RE
(n=24)
BEER 1(4.2%)
BERERSBES ) SN 0
BEER
15 BEER 0
GECRIN) | suspsemgmat) 0
BAEER 1(4.2%)
BE -
BERECEER) 0
=] BEER 0
fE | PEE —
E JRERERCERES) 0
BEER 0
5E
JBERECEES) 0
BESRIFCEEEESER 0
TRTHELZNDEESER
TR 1(4.2%)
MedDRA version 25.1 SEBE(ICHVTL8BRBETICRELLAESEREST, n(%)
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[ nAMD ]

EBEERFT—9

528RFETOTENAYARER (HAER IA— e Z0) NULUCERNERBRDMSBEITICH T DIRARIED FKIFEEE.
AEIBET2.4%(17/70461) . 7 7UNILETREET1.6%(11/7036]) TUTK. cDSE. YIODIRARNERIRRFICR S
1 F UTEBIEARIBE G261, 7 7N REEC2HI T U . SEIMABER R ER D AR B CIRRIRAEZ SR TERID S5,
FOIOIRARAERIREGF(CIRSZEDRIE UTERIZRWVWEERICH TFIRARENDBHES S (AEHRERIFFRS) $26.7%
(4/1561) LT,

2T —9

11 2B ETHOTENAYASER (BAER IR — e S6) RULUCERNEER DR S FETICH T BERANIED FIREE (.
AHIBET3.7%(26/70441) . 7 7UNILETNEET2.1%(15/70361) TULTco ZOS5. YIDDRPINEREREFICIR 5%
thiE UTEBI 3 AFIBE T2, 7 7UNILE P REET26I U . SEEMMBERIRKER D AK B CIRARAEZ RO IERI D S5,
B OERAREFRIRR (CIRSZPIEULEMNZRVWVEERICH T IRANENDHEREE S (BB FIRIIFRS) (£37.5%
(9/248)) TL7z,

BB T —9

56:BiFE TOYOSEMITESER M U RHINESBR DR S ERITICH (T DRPINED FHIRSEE (&, AFIBET1.4%(18/126241) .
T 7IUNIETNET0.6%(4/62561) TL. COD5. HIEIDIRARIERTRIF 1R S5Z 00 1E U= AEB (34K B T 241,
T7UNILETRBETIIERHONE R A TUI BEMBEERGERDAHI B CIRARIEZ RO IR D S5 LI DIRAIRIE
FIREFCI8 52t I E UTCRERIZBR VLV EERICH (T BIRAREDBFEE S (RAIBFRIR(IFRL) (325.0% (4/1661) TUT.

2T —9

100:B85ETOYOSEMITESKER M URHINESKER DR S HRATIC 1T DERAINIE D FHBIRE (S AFIBET1.7%(21/126261)
T7IRILETNEET.1%(7/62561) TUT. D55 HIEIDBRARIEFIREG (CI 52 1L LT AEB 3 AFIBE T34,
TNV ETNETEERDOSNEE A TUI. BMBERRERDAE B CIRARIEZSZDIZAES D55 B D ERAIRAE
FIRMS IR 52 PIE UTHESER UV CERICH T D IRAIRAE DB FRES (AIBFIR(FFRS) (£33.3% (6/186l) TUL.

RVO
2HEOT—9 (728EFETOT—5)?
7 2BEETHBALATONGER R U'COMINOER DR ST ICH (T BIRARAEDHIRE (3 . AR ZIRSUI2EBET
2.2%(27/12508l) TUTzo D55 ¥EDERARAEFRIREF 1R S5 E P LE U RERI (56T UL - SEMBERPRELER D AH| %
BREUIc2ZRETRARIEZ RBOIAES OS5 B ORAAEFRREF Ci S5 IE U IERIZ RV RIS H 1T HERA

KIENBFES (FEHFEIRFFRS) (318.2% (4/226) TUT,
2) BALATONE B ECOMINORBRDBREFS Uiz SBRMRIRI AR A B< £ b DR S ULBREDT—5 (7 7N £ T MESHREh D7 — S£H<)

4887 —5

48:EHFFE TONIHONBASHIGHER(C 85T DERARAE DB EERDFEIRE(E4.2% (1/246) TUTz. COEEHIIE FEDERA
RENOEUE AR SEMELELC. ZDR. BRI ASNIHAREL . OERICARI DRSS EBELILESS.
BEBRNIRBDOOSNEUIRARERVINBIFEETLUL.

6. FIERURE (k)
(HEPRIRE D2 IE)
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(n=313) (n=313) (n=311) (n=317) (=319) (n=314) (n=630) (n=632) (n=1262) (n=625)
HapEE R R 0 0 0 0 0 0 0 0 0 0
MedDRA version 24.0 100BEETICRELZEEERE30. n(%)

b) YOSEMITESBRERHINERBDIEREHRE LT —




RVO

N—N1 (24805 BRRIE T) DT—5
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cBIRET DTV BRI RDONLBESICFIRS5ZDIET 576 S B RNEZ T TIIES 0,

- RBHET - BR.BREES R E. BB GRE. SRERE O DREER LERLZ2RE T HERN RO SNI-IES
[CIF BBIGERTBEOBEICEELTIEEL,

- KENIZSE(ICRDE T REE. ERELEDBRERN ASNIZIHESICFIREREZ/FITL TIEELO,
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BEER(30.3%(2/704%1) (CEBHESNFE Uz, F o IRE LR DEELGBEESRF0.1%(1/70461) (CERHSN. AKEIED
ARBEFNEE CERVEELGBEEEREFDVDONFLEATU,

TENAY A& E& LUCERNEZ{ER nAMD{E&?
NE—2E T77UNIETH NE—ZE TF7UNILETH NE—ZE TFINLETS
Q8W-Q16W Q8W Q8W-Q16W Q8W Q8W-Q16W Q8W
(n=373) (n=377) (n=331) (n=326) (n=704) (n=703)
IRE LS 11(2.9%) 11(2.9%) 10(3.0%) 9(2.8%) 21(3.0%) 20(2.8%)
IRELER 9(2.4%) 10(2.7%) 8(2.4%) 8(2.5%) 17(2.4%) 18(2.6%)
SHRERE 3(0.8%) 2(0.5%) 2(0.6%) 3(0.9%) 5(0.7%) 5(0.7%)
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NE=ZE  77UNLEFN  RE-ZE 77UNLESN  NE-ZE 7IURLETH
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(n=373) (n=377) (n=331) (n=326) (n=704) (n=703)
IRELS 24(6.4%) 16(4.2%) 14(4.2%) 13(4.0%) 38(5.4%) 29(4.1%)
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RELER 1(0.4%) 8(2.9%) 14(3.8%) 15(4.2%) 15(2.3%) 23(3.6%)
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70481 (BAA66HIEZE) LT BIRMIEELERNEEEROFRIVAE LI T 0@ T A7 COERBFAEE
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SHoNELE,
TENAYAS 5 LUCERNE:HER nAMD#RE?
NE—-ZE 7NN ET NE—RE T77INNETS NE—ZE T77INNETS
Q8W-Q16W Q8W Q8W-Q16W Q8W Q8W-Q16W Q8W
(n=373) (n=377) (n=331) (n=326) (n=704) (n=703)

BRI TR 8(2.1%) 6(1.6%) 10(3.0%) 14(4.3%) 18(2.6%) 20(2.8%)
R MEFIE 3(0.8%) 1(0.3%) 2(0.6%) 4(1.2%) 5(0.7%) 5(0.7%)
EEIRER 1(0.3%) 0 2(0.6%) 2(0.6%) 3(0.4%) 2(0.3%)
—E A R I 2(0.5%) 0 1(0.3%) 1(0.3%) 3(0.4%) 1(0.1%)
BRIDVE 1(0.3%) 0 2(0.6%) 1(0.3%) 3(0.4%) 1(0.1%)
2D EIEE 1(0.3%) 1(0.3%) 1(0.3%) 0 2(0.3%) 1(0.1%)
T EAREE1 LiE 0 1(0.3%) 0 1(0.3%) 0 2(0.3%)
FEMPRMZRh 0 0 0 2(0.6%) 0 2(0.3%)
IDEREE 1(0.3%) 0 0 1(0.3%) 1(0.1%) 1(0.1%)
SRz d 0 0 0 1(0.3%) 0 1(0.1%)
IREARIAE 0 0 0 1(0.3%) 0 1(0.1%)
AR MERNIEE 0 0 1(0.3%) 0 1(0.1%) 0
IDVERREL 0 0 1(0.3%) 0 1(0.1%) 0
S 0 1(0.3%) 0 0 0 1(0.1%)
FiEhiRITARAE 0 0 0 1(0.3%) 0 1(0.1%)
TR TEMVE 0 1(0.3%) 0 0 0 1(0.1%)
RAEENIREAE SRR 0 1(0.3%) 0 0 0 1(0.1%)
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SEMFEERARER (GR403065KER : TENAYASHER. GR4084451H5% : LUCERNEEER) THAAIZIRSENIZQ8W-Q16WEE
70461 (BEAN6661Z2Z0) [CHWT . BIRMSEREROEEERORAFRE AT OB T AEEORRBRAEE
TERWVWEEER30.4% (3/7048) (CRRDESNF LT Fo  BIRIMIEEERERDEELZFTEERIF2.7%(19/70441) [
RHON. FHENDERBHENEE CERVERLGEEERIF0.3%(2/7044) (CEBHSNELL,

TENAYAZER LUCERNE:#5& nAMD#&?
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Q8W-Q16W Q8W Q8W-Q16W Q8w QBW-Q16W Q8w

(n=373) (n=377) (n=331) (n=326) (n=704) (n=703)
BRI TR ER 14(3.8%) 14(3.7%) 17 (5.1%) 25(7.7%) 31(4.4%) 39(5.5%)
bk )] RES S 2(0.5%) 2(0.5%) 4(1.2%) 4(1.2%) 6(0.9%) 6(0.9%)
BxMEFIE 3(0.8%) 2(0.5%) 2(0.6%) 5(1.5%) 5(0.7%) 7(1.0%)
—iB MR RE I R A 2(0.5%) 1(0.3%) 2(0.6%) 4(1.2%) 4(0.6%) 5(0.7%)
P 1(0.3%) 2(0.5%) 2(0.6%) 1(0.3%) 3(0.4%) 3(0.4%)
2EDEIERE 1(0.3%) 1(0.3%) 1(0.3%) 2(0.6%) 2(0.3%) 3(0.4%)
T EN AR LAE 0 2(0.5%) 0 2(0.6%) 0 4(0.6%)
IDERIEEE 2(0.5%) 1(0.3%) 0 1(0.3%) 2(0.3%) 2(0.3%)
BxMEREE 1(0.3%) 0 2(0.6%) 0 3(0.4%) 0
RIEENIREAZR R 0 1(0.3%) 1(0.3%) 1(0.3%) 1(0.1%) 2(0.3%)
R I 14 A=A o 0 0 0 2(0.6%) 0 2(0.3%)
IEBNIRIEAE 0 1(0.3%) 0 1(0.3%) 0 2(0.3%)
PiitsEEE 1(0.3%) 1(0.3%) 0 0 1(0.1%) 1(0.1%)
NOR=>#10 1(0.3%) 0 0 0 1(0.1%) 0
77 hizEdp 0 0 0 1(0.3%) 0 1(0.1%)
T ENAREAZE 0 0 0 1(0.3%) 0 1(0.1%)
REIM M ANAEEE 0 0 0 1(0.3%) 0 1(0.1%)
FEBNARESE LAE 1(0.3%) 0 0 0 1(0.1%) 0
MEE M ARE 0 0 1(0.3%) 0 1(0.1%) 0
MR MHEANIEEE 0 0 1(0.3%) 0 1(0.1%) 0
IDVERREI 0 0 1(0.3%) 0 1(0.1%) 0
HEBENRDBIAREE LAE 1(0.3%) 0 0 0 1(0.1%) 0
REn AR LIE 0 0 0 1(0.3%) 0 1(0.1%)
FhEDARIMARIE 0 0 0 1(0.3%) 0 1(0.1%)
TREFIIVE 0 1(0.3%) 0 0 0 1(0.1%)
RIEENIREAZE 0 0 1(0.3%) 0 1(0.1%) 0
1S TEEIREE 0 1(0.3%) 0 0 0 1(0.1%)
MedDRA version 24.1 112BECICHEL-EESSESE, n(%)

a) TENAYAGERELUCERNERBROBREFRS LIz 7—9




ERERE T —9

SEMABRRIARELER (GR40349518% | YOSEMITEERER. GR40398515% : RHINEEER) TAFIZIR S SNIQ8WEE M UPTIRE
12626 (BAAN4061Z2Z0) (CHWVW T BIRIMIEERBROBEEROABBAEZILI OB T AEEORAREHENEE
TERVWEEERIF0.2%(2/126261) (CFRHSNE U, Fo  BIRMSEEEROEELGHEER(34.0%(50/126261)
([CERHEN. FEIEORERBEHENEE CESHRVEELHETERIF0.2%(2/126261) ICERHSNELL,

YOSEMITESKER RHINESKER DME#SY
NE—RE 77UNI NE—RE T7UNIL NE—ZE 77UNI
Q8W PTI SZ(E Q8w PTI Jchvt/ Q8w PTI 21F ’SZ’VC
(n=313) (h=313) (n=311) (=317) (n=319) (n=314) (h=630) (n=632) (n=1262) (n=625)
EIRINSERER 21(6.7%) | 15(4.8%) | 17(5.5%) | 12(3.8%) | 17(5.3%) | 10(3.2%) | 33(5.2%) | 32(5.1%) | 65(5.2%) |27(4.3%)
TR ENIRER R 3(1.0%) | 5(1.6%)| 3(1.0%)| 1(0.3%)| 4(1.3%)| 1(0.3%)| 4(0.6%)| 9(1.4%)|13(1.0%) | 4(0.6%)
IDVRHEEE 1(0.3%) | 3(1.0%)| 4(1.3%)| 3(0.9%)| 1(0.3%)| 2(0.6%)| 4(0.6%)| 4(0.6%)| 8(0.6%) | 6(1.0%)
SDEERE 2(0.6%)| 2(0.6%)| 4(1.3%)| O 1(0.3%) | 2(0.6%)| 2(0.3%)| 3(0.5%)| 5(0.4%) | 6(1.0%)
SETME 1(0.3%) | 1(0.3%)| 1(0.3%)| 1(0.3%)| 3(0.9%)| 2(0.6%)| 2(0.3%)| 4(0.6%)| 6(0.5%) | 3(0.5%)
P IS Rt 2(0.6%)| 3(1.0%)| 1(0.3%)| 1(0.3%)| 1(0.3%)| 1(0.3%)| 3(0.5%)| 4(0.6%)| 7(0.6%) | 2(0.3%)
IDVRRE 3(1.0%) | 1(0.3%)| 1(0.3%)| 1(0.3%)| 0 1(0.3%)| 4(0.6%)| 1(0.2%)| 5(0.4%) | 2(0.3%)
— & R I A 1(0.3%)| 1(0.3%)| 1(0.3%)| 2(0.6%)| 1(0.3%)| 0 3(0.5%)| 2(0.3%)| 5(0.4%) | 1(0.2%)
EEED R #nd 2(0.6%)| 1(0.3%)| 0 0 2(06%)| O 2(0.3%)| 3(0.5%)| 5(0.4%) 0
RS I AN 2R o 3(1.0%| 0 103%)| 0 0 0 3(05%)| O 3(0.2%) | 1(0.2%)
)i nd 0 103%)| 0 0 1(03%)| 1(03%)| 0 2(0.3%) | 2(0.2%) | 1(0.2%)
R IR 0 0 0 0 3(09%)| 0 0 3(0.5%)| 3(0.2%) 0
i ZE 1003%)| 0 0 1(0.3%)| 1(03%)| 0 2(0.3%)| 1(0.2%)| 3(0.2%) 0
sEBIRERE 103%)| 0 1003%)| 0 0 0 102%)| 0 1(<0.1%) | 1(0.2%)
B HERES 1003%)| 0 103%| 0 0 0 1002%| 0 1(<0.1%) | 1(0.2%)
RLEITME 0 0 0 1(0.3%)| 1(03%)| O 1(0.2%)| 1(0.2%)| 2(0.2%) 0
FRAEENAREAZE 1003%)| 0 103%| 0 0 0 1002%)| 0 1(<0.1%) | 1(0.2%)
RNEBIAREAZE LR R 0 10.3%)| 0 103%)| 0 0 1(0.2%)| 1(0.2%)| 2(0.2%) 0
NOAR= >0 0 0 103%| 0 0 0 0 0 0 1(0.2%)
ST FRkizEp 0 0 0 0 103%)| 0 0 1(0.2%)| 1(<0.1%) 0
TEENREAZE 0 0 103%| 0 0 0 0 0 0 1(0.2%)
SRR IR 0 0 0 0 103%| 0 0 1(0.2%)| 1(<0.1%) 0
FEEhIRILAE 103%)| 0 0 0 0 0 102%)| 0 1(<0.1%) 0
DR N EEI 0 0 0 103%)| 0 0 1002%)| 0 1(<0.1%) 0
(B ES 3R 14 R I 12 Ao 103%)| 0 0 0 0 0 102%)| 0 1(<0.1%) 0
BiREAE RS 0 0 0 0 103%)| 0 0 1(0.2%)| 1(<0.1%) 0
RMESpEE 0 103%)| 0 0 0 0 0 1(0.2%)| 1(<0.1%) 0
FRAEENARINARAE 103%)| 0 0 0 0 0 102%)| 0 1(<0.1%) 0
MedDRA version 23.1  F—9Av~A7H: 20205108208 (YOSEMITESER) . 20204108198 (RHINE&ER) n (%)

b) YOSEMITEEZERERHINERBRDIEREFHE LT —9

6. FIERURE (k)
(FERRENZE)
7N T (ELFHEER) ELT6.0mg(0.05mL) 4B (21 O GBR GERADEFARNR S T2 ERICEVEBRSOHEBERC 5. TDEE I8R5
BREiRe ICERLGBE. 168 E(C1 B BFEHPHES T 5. B JERICIW R SHREEEREET 5. 4B LHhT2I s,




2587 —5

SEMAEERRETER (GR403495H5% | YOSEMITEERER. GR403985K8R : RHINEEER) TARIZIR S SNI=Q8WE N UPTIE#
126261 (BAEANAOPIZZD) (CHV T BRI ERBROEESROFEFRE LI T OB T A B ENERBEHENEE
TERVWVASERIF0.3%(4/12626) ICFRHENE U, FIo BIRIMIEEIEERDEFELZEEERIE5.9%(74/126261)(C
RHESN. AFEDARBRDNEE CERVERGEEER30.2%(3/126261) (CERHSNE LT,

YOSEMITESKER RHINEH5R DME#HS®
NE—RE T7UNIL NE—RE T7UNIL NE—RE T7UNIL
Q8W PTI JQagvt/ Q8W PTI SZCC Q8w PTI 2(K ’&?\5
(n=313) (n=313) (n=311) (W=317) (n=319) (n=314) (h=630) (n=632) (n=1262) (n=625)
BIRIMIE A ESR 34(10.9%)|24(7.7%) | 27(8.7%) | 22(6.9%) | 22(6.9%) |25(8.0%) |56(8.9%) | 46(7.3%) [102(8.1%) |52(8.3%)
IDVFHEEE 2(0.6%) | 5(1.6%) | 5(1.6%) | 5(1.6%) | 4(1.3%) | 4(1.3%) | 7(1.1%) | 9(1.4%) |16(1.3%) | 9(1.4%)
SBENIREE 5(1.6%) | 7(2.2%) | 5(1.6%) | 1(0.3%) | 4(1.3%) | 2(0.6%) | 6(1.0%) [11(1.7%) [17(1.3%) | 7(1.1%)
S DEIEE 5(1.6%) | 3(1.0%) | 4(1.3%) | 1(0.3%) | 2(0.6%) | 3(1.0%) | 6(1.0%) | 5(0.8%) [11(0.9%) | 7(1.1%)
P& FE 2(0.6%) | 4(1.3%) | 5(1.6%) | 1(0.3%) | 2(0.6%) | 4(1.3%) | 3(0.5%) | 6(0.9%) | 9(0.7%) | 9(1.4%)
eI RN 2R 4(1.3%) | 2(0.6%) | 2(0.6%) | 1(0.3%) | 1(0.3%) | 3(1.0%) | 5(0.8%) | 3(0.5%) | 8(0.6%) | 5(0.8%)
STV 1(0.3%) | 2(0.6%) | 2(0.6%) | 1(0.3%) | 4(1.3%) | 3(1.0%) | 2(0.3%) | 6(0.9%) | 8(0.6%) | 5(0.8%)
NEBAREAZE SRR 2(0.6%) | 2(0.6%) 0 2006%) | 0 3(1.0%) | 4(0.6%) | 2(0.3%) | 6(0.5%) | 3(0.5%)
—E A R I e 0 1(0.3%) | 1(0.3%) | 4(1.3%) | 1(0.3%) | 1(0.3%) | 4(0.6%) | 2(0.3%) | 6(0.5%) | 2(0.3%)
IDVERRZIN 2(0.6%) | 1(0.3%) | 1(0.3%) | 2(0.6%) | 0 2(0.6%) | 4(0.6%) | 1(0.2%) | 5(0.4%) | 3(0.5%)
NOR=> &0 2(0.6%) 0 2(06%) | 1(03%)| 0 1(0.3%) | 3(005%) | O 3(02%) | 3(0.5%)
EEE R #nd 1(0.3%) | 103% | 0 1(0.3%) | 2(0.6%) | 1(0.3%) | 2(0.3%) | 3(0.5%) | 5(0.4%) | 1(0.2%)
FifEZE 4(1.3%) 0 0 1(0.3%) | 1(0.3%) 0 5(0.8%) | 1(0.2%) | 6(0.5%) 0
R 2(0.6%) | 1(0.3%) | 1(0.3%) | 103% | 0 0 3(05%) | 1(0.2%) | 4(0.3%) | 1(0.2%)
SEENAREE LI 0 103% | 0 0 2(06%) | 1(03%) | 0 3(0.5%) | 3(0.2%) | 1(0.2%)
RO DR E 0 103% | 0 0 3(009%) | 0 0 4(0.6%) | 4(0.3%) 0
EEEHERES 1(0.3%) 0 1(0.3%) 0 1(0.3%) 0 100.2%) | 1(0.2%) | 2(0.2%) | 1(0.2%)
NI 0 0 0 1(0.3%) | 2(06%) | 0O 1(0.2%) | 2(0.3%) | 3(0.2%) 0
S fEE 1(0.3%) 0 0 10.3% | 0 0 2(03%)| O 2(0.2%) 0
EEIiTRRE 1(0.3%) 0 1(0.3%) 0 0 0 1(0.2%) 0 1(<0.1%) | 1(0.2%)
RMEREE 1(0.3%) | 103% | 0 0 0 0 1(0.2%) | 1(0.2%) | 2(0.2%) 0 %=
P ENATREE( LiE 1(0.3%) 0 0 103% | 0 0 2(03%)| O 2(0.2%) 0 1%
7 Rizetp 0 0 0 0 1(0.3%) 0 0 1(0.2%) | 1(<0.1%) 0
EEIR/ NIV 1(0.3%) 0 0 0 0 0 1(0.2%) 0 1(<0.1%) 0
TR ENAREAZE 0 0 1(0.3%) 0 0 0 0 0 0 1(0.2%)
SRR IR 0 0 0 0 103% | 0 0 1(0.2%) | 1(<0.1%) 0
MEMHAAE 0 0 0 1(0.3%) 0 0 1(0.2%) 0 1(<0.1%) 0
DR R R 0 0 0 1(0.3%) 0 0 1(0.2%) 0 1(<0.1%) 0
BSR4 R I 14 AN 1(0.3%) 0 0 0 0 0 1(0.2%) 0 1(<0.1%) 0
BiREAERR 0 0 0 0 1003% | 0 0 1(0.2%) | 1(<0.1%) 0
[nl=gs 1(0.3%) 0 0 0 0 0 1002%)| 0 1(<0.1%) 0
UM 0 0 1(0.3%) 0 0 0 0 0 0 1(0.2%)
BN ARIASE 1(0.3%) 0 0 0 0 0 102% | 0 1(<0.1%) 0
FRAEENAREAZE 0 0 1(0.3%) 0 0 0 0 0 0 1(0.2%)
FSEENAREE LA 0 1003%)| 0 0 0 0 0 1(0.2%) | 1(<0.1%) 0
MedDRA version 24.0 100 BEFCICRELEEEREST. n (%)

b) YOSEMITERERERHINERBRDIEREFHE LI T—9
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N—N (24805 BRRIE T) DT—9

SEMHBERARELER (GRA 19845158 : BALATONEKER. GR4 1986515k : COMINOER) TAAIZRSINIZQA4WER64 16
(BEA36HZ2ZE) (CHVL T BIRMGERBROEEEROAELBAEZ(ILI T OB T AHENERBRANEE TSR0
BESER(30.6%(4/6416) [CFBHESNEUT. Fc . BIRMIEEEEROELCEETERL1.6%(10/64161) (CERHSN.
FEIEDERBHENEE CERVERLGEEERIF0.6%(4/6414) (CERHSNELL,

BALATONZ#5& COMINOEHER RVO#&®
NE-ZE  77UNLETFN  NE-ZE 77UNLEFN NE-ZE 77UNLETSS
Q4w Q4W Q4w Q4w Q4W Q4w
(n=276) (n=274) (n=365) (n=361) (n=641) (n=635)
EHIRIMAEEAS R 7(2.5%) 9(3.3%) 8(2.2%) 7(1.9%) 15(2.3%) 16(2.5%)
EEIREE 0 2(0.7%) 1(0.3%) 2(0.6%) 1(0.2%) 4(0.6%)
i & FEAE 1(0.4%) 1(0.4%) 2(0.5%) 1(0.3%) 3(0.5%) 2(0.3%)
2EDEIEE 0 2(0.7%) 1(0.3%) 1(0.3%) 1(0.2%) 3(0.5%)
IDERTEZEE 1(0.4%) 0 0 3(0.8%) 1(0.2%) 3(0.5%)
FoifEZR 3(1.1%) 1(0.4%) 0 0 3(0.5%) 1(0.2%)
FRENIRIRAE 0 3(1.1%) 0 0 0 3(0.5%)
FRENAREES LIE 3(1.1%) 0 0 0 3(0.5%) 0
STFHEE 0 1(0.4%) 1(0.3%) 0 1(0.2%) 1(0.2%)
BOVE 0 1(0.4%) 1(0.3%) 0 1(0.2%) 1(0.2%)
IDEAREI 0 0 1(0.3%) 1(0.3%) 1(0.2%) 1(0.2%)
—EH%EARE 0 0 1(0.3%) 0 1(0.2%) 0
— & MR R I FEAE 0 0 1(0.3%) 0 1(0.2%) 0
EEIiRIRAE 0 0 0 1(0.3%) 0 1(0.2%)
s ENAREES e 0 1(0.4%) 0 0 0 1(0.2%)
SR IREE 0 0 1(0.3%) 0 1(0.2%) 0
FRAHENIREAZE 4R E 0 1(0.4%) 0 0 0 1(0.2%)
MedDRA version 25.0 24BB5ERERIE CICRELIZEEERES 0. n(%)

C)BALATONzE&ECOMINOHBRDIER R E LIz T —9




IN—b2(24;B85H 57 2iBE5FET) DF—9

SEMBRRIREEER (GR4A198451K5% : BALATONEHER. GR419863H5% : COMINOEHER) TAEIBF6 29BNV 77 UNILETH
HEYIWBR A EIBE6096| ([E8 CHAA8 1612 Z0) [CHVL T BIIRIMIEESRSROBEEROEIEE ILL D@ T,
FEIEDHERBEFNEE CERWVAZTERIT 7N ET IMHSUI B R A EIBF TIF0.5%(3/60961) ICERHSNFELIZ.
F BIRMEERBROEELCEEBREAFIBETE1.6%(10/62961) (CBHSN. 7 TUNILETSIHSYIWER =
AEIBFTI32.1% (13/60961) (CFRHENFEUTZ. FHIE DERBENBE CERVWEELGEEERITTINLETS S
YIE R I=AHBF T30.5% (3/60961) (CFRHSNFE UL,

BALATONZ®5% COMINO:EHER RVO#H&®
77IUNLETS 77UNLETS 77UNLETS
NE=ZEPTI HSYWERE  NE—REPTI HSYWEBRE NE-REPTI HSYWEBRE
(n=270) NE=ZEPTI (n=359) NE—ZEPTI (n=629) NE—ZEPTI
(n=267) (n=342) (n=609)

BRI IS ER 8(3.0%) 10(3.7%) 8(2.2%) 7(2.0%) 16(2.5%) 17(2.8%)

IDVERTEZE 3(1.1%) 1(0.4%) 3(0.8%) 0 6(1.0%) 1(0.2%)

RE 4 RNZEch 0 2(0.7%) 1(0.3%) 1(0.3%) 1(0.2%) 3(0.5%)

EEIRIRE 1(0.4%) 1(0.4%) 1(0.3%) 0 2(0.3%) 1(0.2%)

2MOEHIEE 0 1(0.4%) 0 2(0.6%) 0 3(0.5%)

RRMmEEF(E 0 2(0.7%) 0 1(0.3%) 0 3(0.5%)

it 2= 1(0.4%) 1(0.4%) 0 1(0.3%) 1(0.2%) 2(0.3%)
SUFEE 0 0 2(0.6%) 0 2(0.3%) 0
FEENAREES LAE 2(0.7%) 0 0 0 2(0.3%) 0

EEED RIS end 0 1(0.4%) 1(0.3%) 0 1(0.2%) 1(0.2%)

IDEARRIN 0 1(0.4%) 0 1(0.3%) 0 2(0.3%)
AR ERIMVE 2(0.7%) 0 0 0 2(0.3%) 0
AN RDEREE 0 0 1(0.3%) 0 1(0.2%) 0
ROR=>1#40 1(0.4%) 0 0 0 1(0.2%) 0

TEENARIRAE 0 0 0 1(0.3%) 0 1(0.2%)
WTVE 1(0.4%) 0 0 0 1(0.2%) 0
BRIk 1(0.4%) 0 0 0 1(0.2%) 0

MERT > NRZE 0 1(0.4%) 0 0 0 1(0.2%)

B (A E 0 1(0.4%) 0 0 0 1(0.2%)
GEE L nd 1(0.4%) 0 0 0 1(0.2%) 0

MedDRA version 26.0 EECLITICSRH U-RmE7 2B E CICRELIZESBRESE, n(%)

- IN— N THRBE T HoIBE [FHIBEN S 24 B LU (/¥ —R2) AFIPTHR S 248 DRSS (RFIE(F v L) o3RS P © U< E24BRDIR S Ho (3R S5 Pl
BOBEF168HB 24 BEOERERH)
- IN=NTTZTUNIESRNETHSIZBB 7 7N E TS NED S 24BELUE (/S—R2) ABIPTHR 5] AR DY O SH5E2 3 ER 5%
C)BALATONzH 8 & COMINORBDIER &R E LT —9




4887 —5
EASEMBEERIER (JR44390515% : NIHONBASHIGER) TARIZIRSESNIZBARANRE 2401ICH VT BIRIMIEEE
EROBEZTEREVBHSNFEATUL,

NIHONBASHIz#5%

NE—RE
(n=24)
BRI IR ER 0
MedDRA version 25.1 SEB&EICHVTL8BRETICRELEEEERES, n (%)
O 3HE

- BRET DTV EENROONISEICIRSEPIET R EBRINEETOTIEE L,
- MASERAIRHENFFIEDIEED T CHIMEEREZ{ToOTIIZE LY,

SE HHRHEMERYERERE (PXE) BECHTZEME ERENU EMMERIEEOFRIRIZA7(2DWT

ASIF MEDEHHRZBICEHL THESONBEN TSN THW2 HFHI PXETIE34.6%NASEEHL TVBEDIRED
HYFET 30 PXEF GHEEIRED M T BICHECKE - IR - MBEDBEEN HS5HONBELEDIEEHRD—DTH,
ERTHESESNTLSREHIKZ00AEENTVETY,

[SHMERIEMERIE B EE2EA 1RS> (201 76FR) 132 TE LT O&EY  PXEEE CIRIEM M OERER R U R M MHREE
DREFIRATHABVNENRENTUVET,

EEREREEBESEATNS T2 (2017F) 11. JUZHLIIRAFa>(CQ) —EpkE

DINECQT : EMMEDEREDRATII—=7 BBED?

WIS BIRSBRHCKBRTU—Z2 T HEIHSN D,

HRE B

s (ATHS) BEH BRI MRBINRICH THPXEDHESE - PEREE(CLZ L AFDEEREFEDEHTIERIC
BWVTEMMEDERERE14% (12060001761) (CHSNTZ. FDAERELTIF. 30 L3361, 40161, 503
5. 60imA L5 B FEEANBAN S Tl HE TORAESAECIFBI TH . 2008FNEEFHBENHAEICLS
EXFBTF. 50U EDEMMEERRDEREF.4%THV . ZNEHEUPXETIZ7.8% (103614h86l) &&=
(CEMMYREEEHT . (BB

DMECQ3S : PXEICEMMMRIERISHIT BH?
fEEH  PXEICH (T2 EMMERIEEDGHIEE(Z7~15% Thl) . BEEF A G HRBRMREICH T BPXEDHIE - 518
REBICRBEAHOEEREFAEDHEMERICH LT IEZEIF13% (1136140 1561) TERHSN 72,2008
FOREHBEDBERENSETEUILS0EU LDBEREF0.38% THEH_ENS. PXEICH (T BRIEEDEIG
(FHEHTERETHD. ()

EASEIEEEPAREER (JR44390588 : NIHONBASHIEHER) 'O TARAIZ IR SENIEHAANBE 24BCH WV T 48BIFETICE
MM OERENR U EMMERIERISEBHSNTHEIFRAN FFURSCHDDOST EMMEEEN U EM MR EREN IR T
BOREM N HBEICBREL TS,

29) FEA. SNRAMR. BEREEZEACZ $20. BE¥ER. 2022. p379.

30)Wada S, et al. Ophthalmol Sci. 2023; 4(2): 100370.

3N ERER T Y —. BRI RIS ERE (EEH#R 166) https://www.nanbyou.or.jp/entry/4580 (20255448 15B#E)
32) IR M RIS EIELSEN TR STV REZERR. OERE2017; 127: 2447-54.




BRRPREBR 0D AR

BRESUIRBEFERIFICOVTEDIEZ ZSRIES W,

AR EHHEERCH VT NAMDZRRELZGR40306:KER (TENAYAKER) XU GR408445 K5
(LUCERNE:ER) DHERITICE D<K REMDERERLEL,

O EHfFHFEISEMEEER (GR40306515R - TENAYASHER)
B E MR ER (GR4A084451K 5% : LUCERNESAER) (857 —9) (IREEERER) 1253334

1) AGRESSHIER | ERHEESBMEE R (GRA03065EER [TENAYAGTER])
5) ARSI HIEY | BSSEIBMERE SR (GRA08445K5R [LUCERNEER])

2)Heier JS, et al. Lancet. 2022; 399(10326): 729-40.

FEBR  ARIFF. KTV T - OY 2 OZIBICENTONIZ EEICEF. A7V - T - O atFBFP TR Ty I OB
DY atFe@F PR Tyt SRS EZEL TV BN ZEND.

33)HAER  ERHEEEIEERHER (GRA0306:ER [TENAYARER]) 26687 —9
34)HNER BN SBIMBERRER (GRA08445BR [LUCERNERER]) 266 B 7 —9

HERT >

ShEERHE. 529 Ak REXN R — BB TR LB R (REIHER)

Bty

thiDVE PIRFEIRIT L MEZ A SNEEHZ M (NAMD) BEZR/RIC. N\ E—RAEZRRQI16WTIVTIRSUI-EE
DBEMELCDOVWT. 7 7UNILE S NERMREEVTIREET 5L L6 REE RSHFENRUEYEEETHET .

R

50U EDONAMDERE EEHEEMERER : 7 0—/NILERE7 161 (OE5BEREHEHS26|) RUUBERLER
J7R—R814l#
B SRIIHEEER - 65861

SHRY
FER
HAR%

S50 ECUATORBRIRICRIT 2B IRESEA /- TBE
OFKEEDNAMDEE
OFAF/-(FOCTICKICNVIEENEICBIET BhDE TR D D SRS N BiDE FCNVEERIDE, PIOES
CNVZFHBEE (CNVOFEIDERT. MR TR MR BRSNS, © L [EREHI IR TES L)
OLITDTRTOHETI CNVIRENHDEE (predominantly classic. minimally classic. F7zlFoccult):
-FAICKBRELEDAESEHIEEBNMELUT
-FAICEBCNVIREDHBENRESAEDRKETSND50%L £
-FAIZLZiEENECNV
-OCT Cl#ESRSNIZCNVHASDEH
O S5RIEHICETDRSIRIIRE (FMREERE4M) (CBWVLWT.BCVAROT7 A 78~ 24X FDEE
O@IPRENAN 1577 THEFLIF T ICERL. FEEZK D= D RE S RIRER DB D T RER RS

75iE

« A7V—Z2 7% NE-RERK16BERERS (Q8W-Q16W) 8L 7 7UNILEFMNBWECT 1 1T AL
L7=E2),

- NE—ZXEQBW-Q16WE(F. NE—XE6.0mgEeQAWTAO (1 2BHFET) IVTIZS5#&. 208K U 248850
BREEEIM SIS (LR DEIRSERZQ8W. Q1 2WHZ[FZQ16WDWLWINA THEER 560580 E Ttk L .
FDE(F108BEFETPTIL X E TR LT,

* T7UNILETNQBWEEZ. 7 7UNILEFR2.0mgzeQ4W T3 (8:BHFET) IVTiZ5S#. 108EIFETQ8WT
e L7zo

- B DERDHEFDI=HIC v LFFEFER LI,

50 ED
nAMDEE

(TENAYA/
LUCERNE

n=671%/658)

EEEE B
DFF

QAWEFHRS FEEHEES R PCHE]

[ E2) NE—RE
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ADARE % n=223 n=289
BCVARO7D¥FHZE{EE (SD) 16.7(10.4) 17.3(14.4)
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HERM URHINERERHS) (CH (T2 AFIBFDADANHERIDIRARAE N O BHAE DRI IRAK VRS DBE THholz,

&4 KEIBCHTDADADEEF DIRPAIRAE R OBEEDFHIRKR (TENAYAHEBR N UFLUCERNEEBRH S A TS
YOSEMITEEKER M U'RHINESER (H & . K2 MRTHRER])

(TENAY A ER M U'LUCERNEERER)

(YOSEMITEEHBR R U'RHINEEHER)

ADAFEIRI R ADAFZ % ADARE % ADAFZ % ADARE %

SHEBIEL 84 613 113 1130
IRPISIE (GHBRER)

IRTHEEER 9(10.7) 8(1.3) 12(10.6) 6(0.5)
EEGHEEER 3(3.6) 3(0.5) 5(4.4) 0
BEENHEER 2(2.4) 2(0.3) 3(2.7) 0

BEUE BRESY)

IRTHOEESER 9(10.7) 49(8.0) 10(8.8) 104(9.2)
EEGHEER 0 1(0.2) 1(0.9) 15(1.3)
EENHEER 0 1(0.2) 2(1.8) 10(0.9)

FIRHE (RRESG (%))

a) 52 BEFETO T —9 (TENAYARERDBAER IR — e SE)

b) 56 BIFETDT—Y

QBSFESHAELIARMBDIEDELED 1B5R TADARIGASRD SNICHERE
d) B 5RIESHRAELRMEDO LT NEADARGA ZBH SNEH DI RS

25 T—9

RS AHBCHTHADAOTER DIRARIER OEEIEDFEXR (TENAYARER R U'LUCERNESBRHEL T
YOSEMITEEKER M U'RHINESER (H & . K2 MRATHRER])

nAMD DME
(TENAY A ER M ULUCERNEERER) (YOSEMITEERER A2 U'RHINEEHER®))

ADAFEIRI R ADAFZ % ADARE % ADAFZ % ADARE %

S B1%% 104 596 128 1124
IRPISIE (GHBRER)

IRTHEEER 15(14.4) 11(1.8) 16(12.5) 5(0.4)
ERGHAEER 5(4.8) 1(0.2) 5(3.9) 0
EENEEER 4(3.8) 0 4(3.1) 0

BEUE BRESY)

IRTHOEESER 18(17.3) 76(12.8) 12(9.4) 149(13.3)
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SHEBIEL 56 482 89 617 145 1099
BRPISRAE (GHERER)

IRTDBEEER 1(1.8) 4(0.8) 10(11.2) 12(1.9) 11(7.6) 16(1.5)

EELGHEER 0 0 4(4.5) 1(0.2) 4(2.8) 1(<0.1)

BENREESER 0 0 0 0 0 0

RHEEHIFEER 0 0 0 1(0.2) 0 1(<0.1)
BHE (BRASY)

IRTDBEEER 2(3.6) 22(4.6) 3(3.4) 33(5.3) 5(3.4) 55(5.0)

EECREER 0 0 0 1(0.2) 0 1(<0.1)

BENREESER 0 0 0 0 0 0
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nAMD DME RVO AS
EpEEES T —5
SEMABEEARER (NAMD : TENAYASHB& A UFLUCERNESES%. DME : YOSEMITEE 5% A ' RHINEZEE&. RVO : BALATONER 5%
KU’ COMINOEE&. AS : NIHONBASHIEEER) DWL\INAT1FI LRDSNZEIER (FERIEDARBEFRATE TIEL
ER) DRI TO®EITY,

2£E£M nAMD DME RVO AS
[5584&A] [55EFA]  [B5EFA]  [35EFA] [558FA]
T S E LS 324061 7046 126261 12506 2461
121241 (6661 [4061] (82611 [2441]
I/ EFIRIRGI 12461 236 4061 616l 0
[11461] [36] [56] [361]
BIfERFRIRER 3.8% 3.3% 3.2% 4.9% 0
[5.2%] [4.5%] [12.5%] [3.7%]
2£E£MH nAMD DME RVO AS
ElfFA3 FIREIS(%)  FIREIEN(%) TR (%)  RREIS(%)  RIREIEN(%)
[55848A] [55EHFA]  [B5EAFA]  [35EFA] [55E&A]
[IEEES 88(2.7) 19(2.7) 25(2.0) 44(3.5) 0
[8(3.8)] [2(3.0)] [3(7.5)] [3(3.7)]
T T 13(0.4) 1(0.1) 7(0.6) 5(0.4) 0
EFIRR 12(0.4) 3(0.4) 2(0.2) 7(0.6) 0
RESEEN
SEORE SO Rt BEo 3(00.2) 0
TR EARAR 9(0.3) 2(0.3) 0 7(0.6) 0
s o5 Ao, 2(0.2) 4(0.3) 0
R R R 8(0.2) 8(1.1) 0 0 0
SIRERE 6(0.2) 1(0.1) 3(0.2) 2(0.2) 0
=P s 0 2(0.2) A0 0
TR 3(<0.1) 0 0 3(0.2) 0
AR _EAR 3(<0.1) 0 0 3(0.2) 0
RN 3(<0.1) 0 0 3(0.2) 0
iRfE 2(<0.1) 0 1(<0.1) 1(<0.1) 0
SRS 2(<0.1) 0 0 2(0.2) 0
EIRENFE 2(<0.1) 0 0 2(0.2) 0
R 2(<0.1) 0 0 2(0.2) 0
—BEEIET 1(<0.1) 0 0 1(<0.1) 0
[1(0.5)] [1(1.2)]

BN 1(<0.1) 0 0 1(<0.1) 0
EDHRMEE 1(<0.1) 0 1(<0.1) 0 0
[1(0.5)] [1(2.5)]

EBR G 1(<0.1) 0 0 1(<0.1) 0
BIRR 1(<0.1) 0 1(<0.1) 0 0
BBSELEY 1(<0.1) 0 1(<0.1) 0 0
[1(0.5)] [1(2.5)]

BIREE 1(<0.1) 0 1(<0.1) 0 0
ERFEIn 1(<0.1) 0 0 1(<0.1) 0

—G)




2&H nAMD DME RVO AS

ElfFRE FIREIE(%)  FIREIEN(%)  FIEGIEN(%)  RIREIE(%)  SIREIE(%)
[5584&A] [55EFA]  [35EFA]  [35EFA] [55EFA]
AR RIS 1(<0.1) 0 1(<0.1) 0 0
IRESRAHERE 1(<0.1) 0 0 1(<0.1) 0
S B R R 1(<0.1) 0 0 1(<0.1) 0
FEAREE 1(<0.1) 0 0 1(<0.1) 0
REXRIE 1(<0.1) 0 0 1(<0.1) 0
T/BHEE 1(<0.1) 0 0 1(<0.1) 0
_EspRER 1(<0.1) 0 0 1(<0.1) 0
EIRETFME 1(<0.1) 1(0.1) 0 0 0
FER RIS TE 1(<0.1) 0 1(<0.1) 0 0
£TEAE 1(<0.1) 0 0 1(<0.1) 0
IERMBIEIRAIR 1(<0.1) 0 0 1(<0.1) 0
[1(0.5)] [1(1.2)]
HARRREIM 1(<0.1) 0 0 1(<0.1) 0
HARRARAREAZE 1(<0.1) 0 0 1(<0.1) 0
TR EIREAZE 1(<0.1) 0 0 1(<0.1) 0
HARR 2 RS 1(<0.1) 0 0 1(<0.1) 0
s fos) | 10D | g | 1502 0
Sos | ov | EER [ wn [ o
ESmEREGRA 1(<0.1) 0 0 1(<0.1) 0
HERIES 10(0.3) 1(0.1) 3(0.2) 6(0.5) 0
RiiEE 3(<0.1) 0 0 3(0.2) 0
BMIMEFE(E 2(<0.1) 0 0 2(0.2) 0
7 F fizet 1(<0.1) 0 1(<0.1) 0 0
T e 1(<0.1) 0 1(<0.1) 0 0
S AR EE 1(<0.1) 1(0.1) 0 0 0
FEb 1(<0.1) 0 1(<0.1) 0 0
I Eana 1(<0.1) 0 0 1(<0.1) 0
RPES LU FERAE 4(0.1) 0 2(0.2) 2(0.2) 0
ARERESER 1(<0.1) 0 1(<0.1) 0 0
B 1(<0.1) 0 0 1(<0.1) 0
RuERkSR 1(<0.1) 0 0 1(<0.1) 0
BRHEHERRE A 1(<0.1) 0 1(<0.1) 0 0
DRz 4(0.1) 1(0.1) 0 3(0.2) 0
a7 ayy 1(<0.1) 0 0 1(<0.1) 0
pro )L 1(<0.1) 0 0 1(<0.1) 0
6. FiERUHZE (/7Y
(FBFRIREDLERE)
TPV T (BEFHERR) ELT6.0mg(0.05mL) 248 &2 B BRE GEFRADHE FARIR ST A ERICEVIRSOHTEER LS. TN%(F. ]S
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=& nAMD DME RVO AS
BlfERE RO (%) REROIM(%)  RROE(%)  RRGOM(%)  FRE(%)
[5584A]  [55HFA]  [558FA]  [55HFA]  [S5EFA]
ERHIK 1(<0.1) 0 0 1(<0.1) 0
=RFAFEASE 1(<0.1) 0 0 1(<0.1) 0
IDAZE 1(<0.1) 1(0.1) 0 0 0
IBIBR MR DE 1(<0.1) 0 0 1(<0.1) 0
ABITARRTSIE 1(<0.1) 0 0 1(<0.1) 0
RITEERIR 1(<0.1) 0 0 1(<0.1) 0
MERE 2(<0.1) 0 1(<0.1) 1(<0.1) 0
BME 1(<0.1) 0 1(<0.1) 0 0
BIRE(LE 1(<0.1) 0 0 1(<0.1) 0
FRES. WL UGBES | 2(<0.1) 0 1(<0.1) 1(<0.1) 0
fiisufE 1(<0.1) 0 0 1(<0.1) 0
FFEEsEs 1(<0.1) 0 0 1(<0.1) 0
Rtz 1(<0.1) 0 0 1(<0.1) 0
8 1(<0.1) 0 1(<0.1) 0 0
===l =t
- nesl | nasn : : :
R 1(<0.1) 1(0.1) 0 0 0
[1(0.5)] [1(1.5)]
BEEROSURSEAEE | 1(<0.1) 0 0 1(<0.1) 0
RiE=S 1(<0.1) 0 0 1(<0.1) 0
MRH IV NRES 1(<0.1) 0 0 1(<0.1) 0
ARMEE 1(<0.1) 0 0 1(<0.1) 0
BB LURBEE 1(<0.1) . 1(<0.1) . 0
[1(0.5)] [12.5)]
RECIEHAR 1(<0.1) 0 1(<0.1) 0 0
[1(0.5)] [1(2.5)]
BE . PSHIUNESHE 1(<0.1) 0 1(<0.1) 0 0
AR 1(<0.1) 0 1(<0.1) 0 0
RS 1(<0.1) 0 1(<0.1) 0 0
LI 1(<0.1) 0 1(<0.1) 0 0
RipLURRRE 1(<0.1) 0 0 1(<0.1) 0
BARES AT I 1(<0.1) 0 0 1(<0.1) 0
Rt EES S UHETHED
Y @ESLVRI—TE | 1(<0.1) 0 0 1(<0.1) 0
28)
RiFFLEY 1(<0.1) 0 0 1(<0.1) 0
25 (%) FREMEEHIN SR FIBICE DV TEBU,
iﬂﬁﬁjﬁ/i;@j@?ﬁﬁ%?%%llg’j&Dl\/\ElatI\/\edDRA version 24.0.nAMD(3MedDRA version 24.1.RVO(gMedDRA version 26.0.ASIZMedDRA version 25.1T
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nAMD DME
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S£E£MH nAMD DME
[55EAA] [55EAA] [55EAA]
LRI R B 1966 7046 1262
[10661] [6661] [40f1]
BRI 826 346 48
[1261] (8] [4f5]
BIERRIRER 4.2% 4.8% 3.8%
[11.3%] [12.1%] [10.0%]
== =5i nAMD DME
BIfFR& FEIRI%K (%) FEIRI%8 (%) FEIRMI%5 (%)
[55EAA] [55EAA] [55EAA]
IRFEE 50(2.5) 23(3.3) 27(2.1)
5(4.7)] [3(4.5)] [2(5.0)]
ARESEER 9(0.5) 5(0.7) 4(0.3)
[3(2.8)] [1(1.5)] [2(5.0)]
T F 2 9(0.5) 2(0.3) 7(0.6)
R L, 8(0.4) 8(1.1) 0
e, 5(0.3) 3(0.4)
[1(0.9)] [1(1.5)] 2002
T 5(0.3) 3(0.4)
[2(1.9)] [2(3.0)] 200.2)
B 202 2(0.3) 2(0.2)
PR 3(0.2) 0 3(0.2)
TERR 2(0.1) 2(0.3) 0
BHUFE 1(<0.1) 0 1(<0.1)
BB ARRARE 1(<0.1) 0 1(<0.1)
FE 1<0.0) 0 1<0.0)
AEEEAEY 1<0.0) . 1(<0.1)
[1(0.9)] [1(2.5)]
iR 1(<0.1) 0 1(<0.1)
AR ERAN R 1(<0.1) 0 1(<0.1)
P 1<00) 0 1<00)
S MR 1<00) 10.1) 0
ERET T 1<00) 10.1) 0
e 1<0.1) 0 1(<0.1)
£ NEARE 1(<0.1) 0 1(<0.1)
PR 1<0.n) 100.1) .
[1(0.9)] [1(1.5)]
ERERIRE 19(1.0 6(0.9) 13(1.0
[6(5.7)] [4(6.1)] 2(5.0)]
RE L5 19(1.0) 6(09) 131.0)
6(5.7)] [4(6.1)] [2(5.0)]




BIERRRIAR—8

25MH nAMD DME
FEIRBIEL (%) FEIRBIEL (%) FEIRBIEL (%)
[35H%FA] [>5B%FA] [>58%FA]
HiERES 6(0.3) 3(0.4) 3(0.2)
77 iz op 1(<0.1) 0 1(<0.1)
—B MR FEF 1(<0.1) 1(0.1) 0
Rz M PR ZE o 1(<0.1) 0 1(<0.1)
MAE AR ER 1(<0.1) 1(0.1) 0
GEVE 1(<0.1) 0 1(<0.1)
ARt EE 1(<0.1) 1(0.1) 0
RBRES JUFERE 4(0.2) 2(0.3) 2(0.2)
[1(0.9)] [1(1.5)]
BRI 2(0.1) 2(0.3) 0
[1(0.9)] [1(1.5)]
ARRE SRR 1(<0.1) 0 1(<0.1)
IAEHERR S 1(<0.1) 0 1(<0.1)
IDViERE S 3(0.2) 1(0.1) 2(0.2)
BRIDVAE 1(<0.1) 0 1(<0.1)
IDVEEER 1(<0.1) 0 1(<0.1)
IDARZE 1(<0.1) 1(0.1) 0
BEEE 2(0.1) 2(0.3) 0
[1(0.9)] [1(1.5)]
REME/ A 1(<0.1) 1(0.1) 0
[1(0.9)] [1(1.5)1]
EfsHm 1(<0.1) 1(0.1) 0
BBEERSSJUESHERES 1(<0.1) 0 1(<0.1)
S I—T L UIEIRE 1(<0.1) 0 1(<0.1)
MmEREE 1(<0.1) 0 1(<0.1)
=SMmE 1(<0.1) 0 1(<0.1)
BB LURERE 1(<0.1) 0 1(<0.1)
[1(0.9)] [1(2.5)]
ZRFE I HEET 1(<0.1) 0 1(<0.1)
[1(0.9)] [1(2.5)]
BE. PSHIVUESHE 1(<0.1) 0 1(<0.1)
BREEIS 1(<0.1) 0 1(<0.1)
fREEE 1(<0.1) 0 1(<0.1)
£43 1(<0.1) 0 1(<0.1)
&S K UR TMHERIESE 1(<0.1) 0 1(<0.1)
TLILF— R ER 1(<0.1) 0 1(<0.1)
EIE (%) FREMFHENSRAICE DOV TER U,
BMEABIEMDMEBRBICEDE. DMEIFMedDRA version 24.0.nAMDIZMedDRA version 24.1TI—71>7 Ulz,

=
=
=

B—DEEICA—DOEEANMEHORELISSE. 1 DDHENT N,

6. FIERURE (k)
(FERRENZE)
7N T (ELFHEER) ELT6.0mg(0.05mL) 4B (21 O GBR GERADEFARNR S T2 ERICEVEBRSOHEBERC 5. TDEE I8R5
BREiRe ICERLGBE. 168 E(C1 B BFEHPHES T 5. B JERICIW R SHREEEREET 5. 4B LHhT2I s,

—@



|22 ESCEESESEE OBEIC T TBELEEL, |

ERFHAVEGF*"/Ang-2*?BHERAI

HMVEGF/#iAng-2t MEZEREME/ 70TV
JNE=2F rrsnmsmmonm
TEFERESTAFY M 120mg/mL
VABYSMO"solution for Intravitreal Injection VABYSM O"kit for Intravitreal Injection
1) VEGF :Vascular Endothelial Growth Factor

EYHRMED. QIR NS BERR

77U YR T (BIEFHEIRR) EFERER

32) Ang-2: Angiopoietin-2

SE3)AR-EMEONAEICKVEET AL
®FRTI 502 13 (R1 ) BREE

[ B EEERSEES | 871319
e an BHERRL: (N A 7 1LY 30ER
Rk 2~8CRE GUIary Dy 24mE
- NE—2EBHFHER NE—XETHFEA
() 7SR 120mg/mL FESIAFYR120mg/mL
ARES 30400AMX00188 30700AMX00059
HEERER 2022438 2025%3H
) 2022558 2025458
BRFcRAME 2022458 2025%5H
ERESEE 202218
s BRFHFAVEGFE)/Ang-22 BREH]
e FIVEGF/HiAng 26 ME— BB RIEE /70— )L itk

2. ZR(ROBEICRIRFLLBVIL)
2.1 FEDOE D ISHUBBIEDEIEREDHDEE

2.2 RN (ZIREFRICERREDHBEE. HHVWIRRDREVDHDEE

[RARSOEEBRIEANRIRY 282NN 5B 5.]
2.3 RAICEEDNEDNH D EE [REHNBILT DB ENNHD,]
3. #HR%- IR
3.1 #8m
Wise s NE— ZER RN H120mg /mL | SE—2EM RN+ M 20mg/mL
BRI | 13 7VED (0.24mL) 13> YD (0.175mL) H
77937 GRIZTHLRZ) #228.8mg 77937 AR FHURZ) #221.0mg
1 #%5-1 (0.05mL) H
779337 GIZTHLIRZ) #26.00mg
I 13471 (0.24mL) H 139>2(0.175mL) Ht
L-eAF VY T4dug AT A $5lug, | LERF V> 543ug HiaftF M)A 256ug.
R 132mg. L-AF 4= 251ug. FBERE 959mg. L-AFF = 182ug.
RV IVAN—120 96ug, FEGT K Wk AN AR=120 T0ug. FEGHIAK st
WD ARANGGREAHL T, 3:2) KA F X4 =—AN AR5 — IR AN E TGS,
3.2 SRR
Bisesh SNE—AER RPN E120mg ‘'mL | ANE—ZERTARIERF7M20mg/mL
HlIE TESH O T V) | HEEH )
[ERIN I~ AL O
pH 54~5.7
BB | 09~1.3 M I3 51)

* 4. FHHEN STHR
O oyl IR M 1 SO B

O FERmEDLZIE
O HRRESIRPASAE (C 1+ SEPURIE
O ISR M EZ 4 SHIRE RIS
5. ZHREXIFFIRICEHET BiFR
(HEEHE)
5.1 RANZLDWEHA BT DICBEL N FEO T HEZEL ARG OEEZHW T8,
(HARASABAZEAE IC f+ S EMBLZIE)
5}.2 4!;:\&?[?& I P AU Al 2 2 00 B R B B 18705800 S B RIS IR P 2 iE S8 ~ 0B 513 3
FAHIENEIL W,

* 6. FENUAE

(D TR M E = (4 SIS EBIEE)

7797 GEAZT#UEZ) L T6.0mg (0.05mL) 2438 LI [al, 5% | i fed o] (B A ) filf 74
PG5 B8 FERICED LG I BT Do ZOMOMEFHIC BV TIE, %, 163 i1,
T RN 53 50 B ERICEN G- MR # TR 5525 8E LdiFH2L,
(HEPRIREDLZEE)

77937 GEAZ T2 ) £LT6.0mg (0.05mL) Z438 %21 A, 3 ﬁ’: B Rt N E 2T e )
HIIERICED I G- M B A T IRE So T OMH%IE, %5 MR RACERL, B, 1682210,
M FARNIRG- 9 %0 B ERICID B G- 14 B 20 E a5 505, 4 DL L 1r a2,
(HERRRSIREIZRE (S EBHPAE. IR E £ M E = (4 SHIRERIRFR)

777 (BIEF-HIER) EL TS 7296.0mg (0.05mL) 28 F- RN 53 %0 8¢5 IR &, AR, L1 a2 e,

7. BERUHEICEEYT 3R

(RRESLE)
7.1 BRI B, AR T DI TR0 ISR FT R E R DINE DD 35 A1, Wi
[ UGS O A7 A PR S S R 2 B BRI L 7 FTZIxiSIJ%i‘zEr"“é Lo B MIRIRHHZIBT B R

[ H 4% 510 IR TR MR+ M FFI L 72 LT RO #2128,

(Ve TR IR E M E 7= (SIS EPIE )

7.2 AN B BE G- E OV, S BIE B ORI e O Xailifi3ln 8§ 2L E T BT L,
Fe, MRS BT E M EE B PEA P L B B AR IR § BT asio s
Yt E e 5 R A 8 X312 § 22 L5 AF T 528 [17.1.1.17.1.28 ]
(HERRREDLZEE) )

7.3 BBt B G B D S FHRFUSTEIB T G- MR A R4 \CER § 5282 ET %
Zko ZOWBIE @M AT BIE B VAR FRANL | 5 MG B PR R $ BT AR S A i
PG M4, 8 X120 § AL SR E BT 5L, [17.1.3.17.1.48 ]
(HARRASIREAZEAE I 1 S EBLFAE)

7.4 4L 5 TG L7 %, IERSUS YRS U T G- M2 IR 4 ICE R T 5 2L 2 £ BT 5
T DL, W H G By P R L S B MR R T BT ISR SN Y A i
B MRE RS AL FEE I 5L [17.15.17.1.6 5]

(IRFEIRMEME = 4 SHIRE R
BSOS RIS U T AAI B G O R BRI 528 T ORI,

% 7.5 4TI B G CRIALCIR. G
SE S BV ZHSEG B 2 FEAI L L S S B L2 7R IR 5 BT AT I G AR A G- O AR 2 HI

F528[17172H]
8. ERLEARIER
8.1 ML ISP S 2% PTG A LB TR OB G FHICH S 5152 ik B0 52

MRBHE D ADAH 24253 HIE,
VIRRIZESHE | PUTA 2 IIRAE e OF I S 55 ) ~ D3l fBUHE D

8.2 M RMTEGHICBR LA S D6/ (s

A IO BTN 52 BRI 2L,

8.3 i FARNIEHOBE, FRLORISIEEL2DDATHILEDI G- FRISER 324 EHLELT

A L BREE b5 TR | B> S % A AR R A S ST WA O TIER 428,

8.3.1 RFARPIESNG, M 4 T CIPHTEe (TR TN HRAT O R T4, 37 IR A

‘IlﬁilﬁFl/*f&U?‘ﬁl’il g2 Mg 528,)

2.?.;?#]*%5 FTLZ L 38 G 7 R LR P D B2 1 HBLHGE e O ST 31385 % 72D DR IR T L i 3
53 hZL,

8.3.3 it 5P 780, e 5 A%0.05mL T HT L2 G Wi ICHER T 5 2L,

8.3.4 [N 5¢. A S | ZLAL L RE IR i R ZLAL AR DBl AL DiH A DT . INHDHR

ZIRIET DIERDFRD SN AR, E BT 289 BFIIRE T 5L, [11.1.1511]]

8 4 TFARNTESAC EDIUE & — B |5 545 B2 U5 0 C AR 5 e WUFE TR U BLAIRE
FLIIM A BB RO 528, [9.1.12 /]

8.5 AHI DM T HRNIEY e, — R INCHERE D HODNLIED D D720 BB HEA T/ M
FHETHMBIORNERC HB) HEFEOMENZIIREF S L VIHER T HIL,
8.6 S MHNC AT VPR FFAL . $L) F B0 e A 5-Cori By 1 R AR 5 A L A S

9. BENERZRIIBEICRTIER

SIHE BEESEDNSHDEE
1 RN, SIREEDEE (842:11]
9.1.2 B 3B R M E DB EE QR ORRET S HEE[1112.15112 )
9.4 &IEREER I 2E
TR H 0T BEYED & 2 PRI IE, AR B G th R OV e G- 10 A K D37 IS B W CTREUE§ %
gf;%%@‘iﬁ%&iﬂﬂﬂ:touX'CEEEEHTE::&O [95%:11]

.5
AR SUSIERL CTOB W BEPE DD 2 KT, TR EOA LA etk Ll L M S AL & IO A5
T 52k AANE, ZOVEGFRLENEH RO Ang-2BLE1E I 70 SIEE I R AP DN IE - I et A 9%
RN B CTEL e A=Z AN HCIE - IR IR F AN S 23U (1 30123mgy kg 2 B M1 ],
gzl_lﬁﬁggg*ﬁ’” G)ZBCT, BB R OS2 B OIE - I EANOFIEZERD SN o7z, [94Z ]
B L ORIV R OB IR BOH M EZ L IR ALORBOUIP IR § 528, EMEILH
NOBITIAYTH 5,
9.7 INRE
ANBAER I RELTIGR

tD\D

BRI FEREL TR,

11. BIfER
ROFWER A HEDNLIENHLOT, BEEEZ T /AT, RO NP A3 52k
THREBYRLEEITIZE,
11.1 EXBEIER
#*11.1.1 [REE=E

MR EIE [R5 (0.3%) AT 9(0.4%) « MBI 98 OSEEASHH) | MBI P 28 ORUEEAS )
] MBI R AL (0.2%) IR 98 CBUEEASB) | 24 L e e s U*#&Uﬂ'lﬂk"‘?wtﬁrifﬂﬂ)
BHHONDIEN D% ARAE G IR S 3D SbN 7 BF I LTI G LB &1, )N
FAEDTIIEL7IE B DS s ST 5, [8.34 7]

11.1.2 Bizach (0.3%) [9.1.2,15.1.12: 1]

11.2 ZOHDEIER

L9
HRFE b 50 AR i MR £ A5 155 RO AR RS Lk,
A I L PP - Al MRS 3% B B4
13. BERS
AH DS GIZLY WED LA 25 EhH 5,
13.2 LE

WA G A o7 BRI ZWE L S BB S W &
14. BREDER

BUEAW
R 555 -

13.1 fER
W E Y R EZATH 2L

14.1 EFFRIFOER
(BRIHLE)

14.1.1 RANIEGWAMEOFE R IR, B CRAFL 72N ] A5240F 2B 2 W I § 528,
14.1.2 |REHLAWIE,

14.1.3 FERUTE A REHY KT 2RO N H A M L2 w 2,
(HFFREFRAFYN (LT ILRIUVY))

14.1.4 7)A5—AEMIRRE SN T0D 720 M HE R THE L2V,

14.1.5 TVAS =@ 3 LTV I7AVE I P DHHAE, U RN oS L w2 e,
14.2 AL SROER

(BRIHLE)

14.2.1 AANIRFRNICORIZ G 5L,

(HFEPGESER N1 T7IV))

14.2.2 3057 — VR EDOIRE ST &M H § 228 iR OB 74V 8 — A SERUEE T B TR 4
WA L n 2 e

14.2.3 13 7VLE (IR OADMEHES 5T,
(HFFRRESFAFYN(TUTAILRIUY))

14.2.4 R OB 7405 — 1523057 — VIREHH$H 2§ 528,

14.2.5 13V 2id1m (KR oA HET 528,

15. ZDhDER

15.1 ERARERICED<IER

#15.1.1 ymrm&%ﬁ%&
AP - J:”)\ﬁi%@VEGFBﬁ%L:Lﬂ[ﬂTZ;EMJT(L[LL&%&@%%%%T&W M5, Bk
BB DI 0 BE T R #éﬁlfﬁmiﬁtﬂiﬂizﬁvﬂﬂ IR P A VA 8 BRI B A ek
L7245 TR Sk 05 (452 SRR D 4 45 JRATT ) 7&§bﬂﬁ(ﬂﬂ1‘$‘%1‘A$§® FEBLFIAF % 5T kT
2.6%-5.2% % U3, S%TﬁmtoNﬁfﬁﬂiiﬁ?iﬂu’é‘%#’)ﬁ’mﬁ@$ﬂ ZRFREL BT RERIC BT
BIRIMAR IR ELUTBD SN2 D572, [9.1.2,11.1.25 1]
15.1.2 I7UYRTHilk
B A& A I SR P B 2 R E L 7 S IATRER (TENAY AB# 2 OULUCERNEGRER) 125\ T\
AHNDS2H 4% 5- # Z COEAF RO 7 7Y) ¥~ THARBE B E O 41311.0% (77/69761) THY.,
HRPISeAE DRI A1, }m?u/vﬂwkw#(h‘y RIOBEBIE ) BAETIE10.7% (9 841) , HLikktE:
HBHTI1.3% (8/61361) TH o720 %@Wﬁﬁﬁ"ﬂi”*ﬁ%ﬁ%ztuﬁm*ﬁ*»W%(YOSEMITE*&%MU
RHINEGER) 128\ T AR H 05638 # 5-# F TOEAFIHNMEOT 7 7)o~ 7T HikB kB #H O # £41384%
(105 124361) THY, ML DO FEBLEAIZ 7 7) o~ THARBYE (X 5RO Btk el% & 6) BTl
10.6% (12/11361) \ Pofk bt B4 T130.5% (6/ 113081 T o7z RAMEHHIR B 2 A 11 3 BRI B &
X R EL 7SS MM A ER (BALATONGRER B INCOMINOMER) 12 3T AF 072381 F TORHFHIENED
Y7 7)Y~ 7Pk Pk B E OH41310.9% (136/1244%1) THY RN FAEDTBII A1 77 >~ THidk
Rt (B 5 Wi o Bk % ) B4 TIE7.6% (1114561) | Hufk ket B4 Tlx1.5% (16/109981) Tho7zo

20. BIRLL LDER
SHRITE B L TR Bk,

21. KRR
PSR A 2 B B2 R O L YN RS 528
22. G
(NE—RERTFHAPIESR1 20mg/mL)
024mLX1/54 7V (WL 70V 8 —HEIRIEH AT H)

(NE—Z EHFAHANEST A+ YN 20mg/mL)
0.175mLx13 vk (B 74 V8 — 1 &307— VIREHH S TARA)

HHICOTEULCRBFESNIERANBZTSRIESL

| FRIF BRI (=1t

T103-8324 REEPREXBEAHEER 2-1-1

ova Jn—7

SGERRTTTT

BEFESNICMIEDHETICIE+HTEEL

(HEERERUEVEDRRE) ATV T1x—YaV8
TEL.0120-189-706 FAX.0120-189-705

20255845 (5E6hR)
*2025F 5 H4E] (E5MR. MEEE . HIEEE)

<rEEL,

(REEHRHEDICATIRVEDER)
https:/www.chugai-pharm.co.jp/guideline/




Eg | N\E—RTEEERARNEER

FEPREGHE HEERR 719K/

RRETFERAE BEHR BRE A3k Fe&
=EXFAFR EFERAFREA RRFE 2% TR 1B Soi
EBREXT? REHR IRA |/ EE
BMUTBIAABELDRHE BRESERtYY— kR e &2 k&
EMNKZEZE RHZ #R M H5R ok

At+EIR

BOERRTET d) ovon] FRIPEUEERRIN S KT | commrseRomuants) sralop-var8 | REEREEDIET3HIEDER
T103-8324 SREpthRR A A4E=AT2-1-1 | TEL.0120-189-706 FAX.0120-189-705 https:/www.chugai-pharm.co.jp/guideline/
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