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#1 - BIERFOREB(VRSF—EA—RICEEHEIDL)-RELEEAVHLAILEL

ARG Y—o o FEcHESAEIZE I

SAR153191
IR 200mg q2w | £
(N=20) (N=38) (N=58)
WBTHERERYML I Davis/ITA4 7 =
IR 7—IL)[n(%)]
¥ 20 38 58
VH<4 17 (85.0%) | 32 (84.2%) 49 (84.5%)
VH>=4 3 (15.0%) 6 (15.8%) 9 (15.5%)
7 FOBEAFAIN%)]
o 20 38 58
L3 s 13 (65.0%) | 25 (65.8%) 38 (65.5%)
254 7 (35.0%) 13 (34.2%) 20 (34.5%)
BB In(%)]
M 20 38 58
L 13 (65.0%) | 21 (55.3%) 34(58.6%)
IRV 7 (35.0%) 17 (44.7%) 24 (41.4%)
EHREBIRA Y — VT FRAA AV b9z 7I2& > THBBIE SN =CRTHEME
OhREICEIT,
Oog0doano
gfdoooogopooogopooooogooogyo oo b o oo oo go
oo0o0O00o0oooooooooooooooDoooooobOooDoooooooooo
gfdoooogoooogoooooogoooogopo ooy b oo oo oo oDooogao
oo0000o0oooooooooooooooDoUoooooOo0opoDooooOooboooooo
gfjdooogoggooogogooogggoooogyggpobo ooty oo g o
ogo0000o0ooooooooooooboooDoUoUooobOoopoDoooooOooooooo
ggfjooogoggoogogoooggooogggooUoygpb ooy ooy oo g o
od
ogdono
oo0o0o0O0ooooooooooooooooDoUoooobOopoDoooooOoboooo oo
gfdoooogoooogoooooogoooogopo ooy b oo oo oo oDooogao
Ooo0o
ooQoog
gfjogooggoouogooooggoooggygoooygb ooy ooy oo g o
goooooggopooogopooogggooogopobooo b o ooy pobouogo
oo ooboobobotodoooooooobodooooo oD boDoDbooopOooo
goooobooboobobtodoogdppbbbbbbdboooobbbbbbobobooogo

10

20

30

40

50



(36) JP 7581399 B2 2024.11.12

gboooobpObOO0OO0OOO0O0OOO0OO0ODOOO0ODOO0OO0ODOOO0DODO0oO0DOO0ooOoDODOoO0bOOoo0onDan
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gbooooboobobooboobooboobooboboboobooboooboo

goooon
ooogad

K2 - FREDAR—IZ 4 YEOHE ST BOFE-RIEALER

SAR153191
FIER 200mg q2w =3
(N=20) (N=38) (N=58)
T 164 0 {li(J Davis/~ 1 7 L9BMER 7 — 1)
4 20 37 57
0 6 (30.0%) 13 (35.1%) 19 (33.3%)
1 9 (45.0%) 14 (37.8%) 23 (40.4%)
2 2 (10.0%) 2 (5.4%) 4 (7.0%)
3 0 3 (8.1%) 3 (5.3%)
4 1 (5.0%) 2 (5.4%) 3 (5.3%)
5 1 (5.0%) 2 (54%) 3 (5.3%)
6 0 1 (2.7%) 1 (1.8%)
7 0 0 0
8 1 (5.0%) 0 1 (1.8%)
VH<4 17 (85.0%) 32 (86.5%) 49 (86.0%)
VH>4 3 (15.0%) 5 (13.5%) 8 (14.0%)
WF B 0 i) Davis/~ A 7 I TERFE R & — )
# 20 37 57
0 6 (30.0%) 13 (35.1%) 19 (33.3%)
1 9 (45.0%) 14 {37.8%) 23 (40.4%)
2 2 (10.0%) 5 (13.5%) 7 (12.3%)
3 1 (5.0%) 2 (54%) 3 (5.3%)
4 1 (5.0%) 2 (54%) 3 (5.3%)
5 0 1 (2.7%) 1 (1.8%)
6 1 (5.0%) 0 1 (1.8%)
VH<3 17 (85.0%) 32 (86.5%) 49 (86.0%)
VH>3 3 (15.0%) 5 (13.5%) 8 (14.0%)
LR X (SD-OCTA 5 @ B BHHIE) (um)
¥ 20 37 57
FEH(SD) 308.9(53.1)  341.6(149.6) 330.2 (124.9)
h{E 308.0 298.0 303.0
Ql:Q3 271.0:338.0 273.0:340.0  273.0:339.0
/K 223 :432 148 : 992 148 : 992
CRT<300 6 (30.0%) 19 (51.4%) 25 (43.9%)
CRT=300 14 (70.0%) 18 (48.6%) 32 (56.1%)
oooooo
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ooQao
SAR153191
IR 200mg q2w &
(N=20) (N=38) (N=58)
AR & (CRT)EGE B E) (um)
# 20 37 57
FH(SD) 2172 (64.8)  248.4 (165.1) 237.4(138.5)
rh g fiE 195.3 194.0 194.0
Q1:Q3 170.5:255.8  173.5:226.0 171.5:248.5
BBk 125 : 380 94 : 927 94 : 927
CRT<300 18 (90.0%) 30 (81.1%) 48 (84.2%)
CRT>300 2 (10.0%) 7 (18.9%) 9 (15.8%)
(SD: ZBHEREE)
oooooao
0000000000000 000D0000D0D0D0O0O00O0D0D00D0DDDDOO0O0O0aOn
0000000000000 0000000D0D0O0000O00O000DDODOOoO0O0O0aOn
0000000000000 000D0000D00D00000D0D000D0DD0DDD0OO0O00aOn
0000000000000 0000000D000000O00O00D0DDODOOoO0O0O0aOn
0000000000000 000D0000D000000O0D0D000D0DD0DOO0O0O00On
0000000000000 000D0D000D00D00000D0D000DDDD0OO0O0O0aOn
0000000000000 0000000D00O0000O00D000D0D0D0DOO0O0O00On
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ogood

#®3 - HBEOAR—AS 4 VBORBRIBSEIC & HIROFE-KiEALKE

SAR153191
TSR 200mg 2w £
(N=20) (N=38) (N=58)
TF K8 D ffi(J Davis/~ 4 7 2 9Bk R —1)
# 20 38 58
0 4 (20.0%) 7 (18.4%) 11 (19.0%)
1 3 (15.0%) 10 (26.3%) 13 (22.4%)
2 5 (25.0%) 6 (15.8%) 11 (19.0%)
3 3 (15.0%) 6 (15.8%) 9 (15.5%)
4 3 (15.0%) 5 (13.2%) 8 (13.8%)
5 2 (10.0%) 1 (2.6%) 3 (5.2%)
6 0 2 (5.3%) 2 (3.4%)
7 0 1 (2.6%) 1 (1.7%)
8 0 0 0
VH<4 15 (75.0%) 29 (76.3%) 44 (75.9%)
VH>4 5 (25.0%) 9 (23.7%) 14 (24.1%)

THT-#8: D fli(J Davis/~ A 7 I TEBE R 7r— 1)
# 20 38 58

0 4 (20.0%) 7 (18.4%) 11 (19.0%)
1 3 (15.0%) 10 (263%) 13 (22.4%)
2 8 (40.0%) 12 (31.6%) 20 (34.5%)
3 3 (15.0%) 5 (13.2%) 8 (13.8%)
4 2 (10.0%) 1 (2.6%) 3 (5.2%)
5 0 3 {7.9%) 3 (5.2%)
6 0 0 0
VH<3 15 (75.0%) 29 (76.3%) 44 (75.9%)
VH>3 5 (25.0%) 9 (23.7%) 14 (24.1%)
SD-OCTIZ & » THIE ==L EREE &
{CRT)(um)
% 20 38 58
3203
PH)(SD) 302.3 (60.1)  320.8(154.1)  (129.6)
o fil 299.5 288.0 296.5
Q1:Q3 262.5:333.5 254.0:337.0  255.0:335.0
ek 205 : 432 153 : 1048 153 : 1048
CRT<300 10 (500%) 21 (55.3%) 31 (53.4%)
CRT=300 10 (50.0%) 17 (44.7%) 27 (46.6%)

ooooood
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oooo
SAR153191
7R 200mg q2w =3
(N=20) (N=38) (N=58)
BRBERAETDRSIFERIT)
& 20 38 58
SEH#I(SD) 74.5 (13.4) 70.4 (14.6) 71.8 (14.2)
LfE 79.0 73.5 75.0
Q1:Q3 74.0 : 83.0 63.0: 80.0 64.0: 81.0
BBk 35:88 24:93 24:93
BCVA <703(F 4 (20.0%) 15 (39.5%) 19 (32.8%)
BCVA >703CF 16 (80.0%) 23 (60.5%) 39 (67.2%)
ZNF LA EER(FA)
¥ 20 38 58
ER 1 (5.0%) 2 (5.3%) 3 (5.2%)
By 19 (95.0%) 36 (94.7%) 55 (94.8%)
AT AR B (HA )
- 20 38 58
0 15 (75.0%) 28 (73.7%) 43 (74.1%)
+0.5 3 (15.0%) 4 (10.5%) 7 (12.1%)
+1 2 (10.0%) 5 (13.2%) 7 (12.1%)
+2 0 1 (2.6%) 1 (1.7%)
+3 0 0 0
ST RE TP IR (FETR)
# 20 38 58
EH 16 (80.0%) 33 (86.8%) 49 (84.5%)
5 4 (20.0%) 5 (13.2%) 9 (15.5%)
T F- R (HmAE)
54 20 38 58
0 2 (10.0%) 7 (18.4%) 9 (15.5%)
+0.5 3 (15.0%) 7 (18.4%) 10 (17.2%)
+1 7 (35.0%) 14 (36.8%) 21 (36.2%)
+2 8 (40.0%) 8 (21.1%) 16 (27.6%)
+3 0 2 (5.3%) 2 (34%)
oooooao
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oooQ
SAR153191
77 2R 200mg q2w &
(N=20) (N=38) (N=58)
mmHg T# L 7= RFEIOP)
# 20 38 58
IEH5)(SD) 16.3 (4.3) 150034 154 (3.7
rh YL 16.5 15.0 16.0
Ql:Q3 13.0: 18.5 13.0:17.0 13.0:18.0
Bk 9:26 8:24 8:26
EP Y5t 0
¥ 20 38 58
0 20 (100%) 38 (100%) 58 {100%)
+0.5 0 0 0
+1 0 0 0
+2 0 0 0
+3 0 0 0
F 5 KE
# 20 38 58
0 20 {100%) 38 (100%) 58 (100%)
+0.5 0 0 0
+1 t] 0 0
+2 0 0 0
+3 0 0 0
R
# 20 38 58
0 20 (100%) 37 (97.4%) 57 {98.3%)
+0.5 0 0 0
+1 0 1 (2.6%) 1 (1.7%)
+2 0 0 0
+3 0 0 0
b A NE
# 20 38 58
0 20 (100%) 38 (100%) 58 (100%)
+0.5 0 0 0
+1 0 0 0
+2 0 0 0
+3 0 0 0
oooooo
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SAR153191
TR 200mg q2w £
(N=20) (N=38) (N=58)
FERE T H
% 20 38 58
0 20 (100%) 37 (97.4%) 57 (98.3%)
+0.5 0 0 0
+1 0 1 (2.6%) 1 (1.7%)
+2 0 0 0
+3 0 0 0
£ U NE
# 20 38 58
0 20 (100%) 38 (100%) 58 (100%)
+0.5 0 0 0
+1 0 0 0
+2 0 0 0
+3 0 0 0
AEHERRS A
% 20 38 58
0 20 (100%) 38 (100%) 58 (100%)
+0.5 0 0 0
+1 0 0 0
+2 0 0 0
+3 0 0 0
AR B e R
2 20 36 56
0 15 (75.0%) 30 (83.3%) 45 (80.4%)
+0.5 0 0 0
+1 2 (10.0%) 6 (16.7%) 8 (14.3%)
+2 3 (15.0%) 0 3 (5.4%)
+3 0 0 0
+4 0 0 0
KR AR T
# 20 38 58
Bk 17 (85.0%) 29 (76.3%) 46 (79.3%)
Ak 3 (15.0%) 9 (23.7%) 12 (20.7%)
7Kk R i 0 0 0
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SAR153191
TR 200mg q2w 2
(N=20) (N=38) (N=58)
HAXBEROKEEILEE
#% 17 29 46
1 12 (70.6%) 25 (862%) 37 (80.4%)
2 5 (29.4%) 4 (13.8%) 9 (19.6%)
3 0 0 0
WY v TIF 4 A Lh)
5 20 38 58
FHH(SD) 0.190(0.121)  0.208 (0.142)  0.202 (0.134)
Hr o fl 0.200 0.200 0.200
Q1:Q3 0.100:0.300  0.100:0.300  0.100 : 0.300
BBk 0.00: 0.30 0.00: 0.80 0.00 : 0.80
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0000000000000 D0D0O0O00O0O0DDO0O0DO0OO0O0DDOO0O0OD0DOONDoOoOoOonan
OoooO0oo0oo
oooooao
0000000000000 D0D0O0O0D0OO0O0DDO0O0DDO0O0DDOO0O0DOoO0ODOoOoOO0an
0000000000000 0D0O0O00O0O0D0D0O0O0D0O0O0DDOO0O0D0O0O0DOoOoOOnan
oooo
oooooao
ooooo
4 - —REFET-mITTHR
SARI53191
FIER 200mg q2w
(N=20) (N=38)
16GHRHIVHIE T Z2EmikarFarras FHE
<l0mg/R&HFTHHEE
B R DES DML A T HERE (%) 30.0 46.1
it > Z & R
A v R DMAE HE - HEE 21
90% CI (0.8 ~ 5.6)
pl& 0.2354
EmMTTERIIEVWTREL TWSHEICHLT S0HIC. SHEFEAERASh (I~ F=13480,
26960;#H5254=100).
RLEHRT v tOREROLTOEERGETERT S LICE ST, BEROREOHEASH BT
HEENFLAL. L—E2OKEFEALTRUIBETF—2 &y FOCMHSH S OF v XL DlogE
BEEHYE. RCEGLELEEBEESFTRT IS LI T, FyvAoabE-#EriEliGond,
CMH&S#TE., BEALEELEFVHLANLIZDONTHE S B (VH>=43VH<4),
BEFEREE. F4 L1 » FOSH16EROHESNEVHE LV LFaRTOA FEEEALT
HESHN D,
oooooao
Oooo0o0
%5 - EEHRBICKD—RMEET Y KA > MRS -mITTER
SAR153191
7R 200mg g2w
(N=20) (N=38)
A 6 (30.0%) 17 (44.7%)
16O VHIET 22 2 (10.0%) 6(15.8%)
16RO 2V Fa X7 oA FAE<10mg/ B 5 (25.0%) 16 (42.1%)
TR 13 (65.0%) 20 (52.6%)
Zhee DKM DT DI EFERLEIBI(S— FAETET Lot 6(30.0%) 6 (15.8%)
I6EFOVHE T Z208 B farFarFus FRARE
> 10mg/B 6 (30.0%) 11 (28.9%)
16EREOVHE T 228 < BLBarFaxsasf FARRL 0 3 (7.9%)
EELEa—it X A5REEE 1 (5.0%) 0
VHIEIZ, 24 AT 1Y F23h-16ABOYEINEVHIETSH D, JNFIATOA FlEE, 244
D FrEhi-168BICE T,
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F6 - BRESIREISEWRELZ REERLE LR L, 16ERFCHESNEVEHD
LSl EH2BEOERELIZIIV RV b LBRZEo&aanrFaxsFof K
DO E<10mg/B #H 5 5 BEOEES-mITT

OooooooooQgod
Ooooooogogdg
OOo0Dooooogoogd
OoooooooOod
OooooooooQgod
OoooooogoQgdg

SAR153191
7R 200mg q2w
(N=20) (N=38)
16@BRFICVHIE T 22E i3 arFaR7Fe 4 K
AE<IOmgH&FT 285
&R (%)) 6 (30.0%) 17 (44.7%)
thest 7 2 R
FtiEA » Xtk 2
90%IERECI (0.6~6.2)
IEREp(E 0.3893

R A Y i, EEAEREFVH LSS 90T iR LA CMHSHTICH B3 5 (VH>=4
*TVH<4), ERERELBRED & OFAHEREXE(Clys L Upff(Gart 1971),

INEEIRIEIL, 4 574 FUEREIGAROHEEENZVEHBEI RalFarTFof FE:
HERALTHESNS,
IOIEBFIC REISERRES T T 2BFIT. FSBEEELAEEINS,
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gono

®7 - BESHGABICSBESEICEIKVHO2BEUL LOBRFE-EIFTLE=V Y
H L IFRAZEOEN AN FIARTOA FORAB<10mg/ 28T 5850 S-mITTERA

SAR153191
TR 200mg q2w
(N=20) (N=38)
16AFRFICVHE T 22 cid a2 X7 e 4 FAE<I0mg/ A
ETHHEE
ISER DB O G DRI EBE(%) 35.0 64.0
&M T 'R
F v A OMAEHLE - HEEHA 3.7
90% CI (1.3~10.4)
95% CI (1.1~12.6)
plE 0.0372
EmMITTER SOV TRELTWAEICHAT S0z, SHEAENMERASI S (S — F=13480, 26960;
HFEH=100),

BB RT Ly FOREHROETORREENT I LICE T, BEFROREOHEAESHEHE
ENELRE, L—ECOREFEALTRUSHET -2y FOCMHS TSNS OF v Xtk DlogEH %
Bht, RICEhEEERBEENERTICLICLEST, v XOEhEREBRENELAS,

CMHSG IR, EESEBIEEFVHLARLIZ DN THE S H(VH>=4x4VH<4),

EFEREL, A4 L0 0 FoEdhi-16EBORBIELERCLSEEICES(VHELUaLFaRT
Ao FIEEFERALTREE NS,

goon
aono

8 - BEASH 16EROEBREYUECEI(VHO2EREU EDERE-ETLE
ZVYE L RBRAFOENILFaRATOAS FORABIMmg/BEZH T 5 RHDOES
DOHRKRE S -mITTHER

SAR153191
TZER 200mg q2w
(N=20) (N=38)
Y97 7 (35.0%) 23 (60.5%)
16 OVHIE T =2 4 (20.0%) 16 (42.1%)
16D I NF AT 24 FHB<10mg/H 5 (25.0%) 16 (42.1%)
RINEE 13 (65.0%) 13 (34.2%)
ZEED KINDOTe DI EBLLBEBHE(S— PAZRT Lot 6(30.0%) 6 (15.8%)
1261@3#®VH{E:T2273§7‘;< BLFairFar7uf FRAE 6 (30.0%) 5 (13.2%)
2 10mg/H
;;%H#@VH{E"F%Z?&)&< BLPanrdarrad FAR 0 2 (5.3%)
BELVEa—IZ L5 TINEE 1 (5.0%) 0

VHIEZ, 214 AT FOER16EBORBIBLEFEEI <.
ALFIATOA FER, 544712 FoEdhi168RZXT<,
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R - ZRBEET D FiRA 2 FHEEShIZVHOR—RA S A M 5DEL-mITTER

K& D [ Davis/~ 1 7 I OBYfER /-

SARI153191 200mg

—J) 77eR q2w
(N=20) (N=38)

R=RF A
% 20 38
JEH)SD) 1.7 (2.0) 1.4 (1.6)
el 1.0 1.0
v iER 0:7 0:7

1638
# 13 28
FEH(SD) 1.4 (1.6) 0.7 (0.9)
g fiE 1.0 0.0
Bo/vER 0:6 0:4

N—RF7A hbDEL

=4 13 28
SEHI(SD) -0.1(1.5) -0.9 (1.4)
PRAE 0.0 -1.0
SIS N 411 50
LSEH(SE) -0.1(0.23) -0.9 (0.16)
90% CI (-0.519~0.267) (-1.146~-0.592)
%7 F & RLSTEH #2(SE)” 0.7 (0.29)
90% CI (-1.223~-0.262)
95% CI (-1.319~-0.166)
pfE 0.0127

CLEHXH,MMRM: X RIE DRE T T IVLSERREETTF LV E2HER L CHE SR

S .

EAR—RATA VB PR—RA 7 YRICFHE SN AHE S AVHE R 5 BE T

B, R—2T A bbb OEIZEENRS,

MLER. REBLUVEHENT A —RE LTORE-LABHHEELER, ZOTII—2R

7 A RGO ESNEVHO B FEEHEEE R L AMMRMEF /L

BENRELZETF LT D bic, FEELHE~ M) v 7 A&HEHT 2,
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goooao

#£10 - HIEEN-CRTIZEFAR—ZASA I LDEL-BLNRA—AS 1 VCRTEHT S
EEFEZRALIEmITTER

8RR X (CRT)(SD-OCTA b D SAR153191 200mg

N—RAF A
# 20 38
TEH(SD) 306.1 (58.9) 338.4 (155.5)
rp G4 306.5 293.0
BNk 214 : 432 153 : 1048

163
# 14 24
SJEHNSD) 299.2 (60.4) 2927 (74.1)
th S 294.5 291,00
AN PN 211 : 429 153 :576

Mk

$ 14 24
JEHI(SD) 1.54 (14.36) -7.27(17.97
e fiE -1.72 -4.15
BeANvEER -12.0:416 -483:21.9
LST-#I(SE)a 0.0 (2.90) 6.4 (2.15)
90% CI ( -4.923~4.934) (-10.008~-2.705)
#7757 & RLSFEHZE(SE)? -6.4 (3.55)
90% CI (-12.374~-0.350)
pfE 0.0825

CLIESHEM; MMRM:RHEAIEQERESETI, LSEHESETLZERALTHELES/NM_RTY

BER—ATAUBELUA—RAS S VBITHEE A -HEEECRT(SD-OCTASOASRIE)ZH T

ABEREITNEENS,

a REE. VHLA(<4, Z40EELLE. BEELUVEELHFI) - HRELTOZE-LBHEE
A, BEIZR—R 54 VCRT(SD-OCTA L O EEAE)DEEERAERICE DMMRMEFIL

BERARZEFETILET A0, ERECEET L) YO REERT S,

HAT, LSTHRIUVEERECER. RBESRACBITAIBAUELALVHLAL(<4, ZHDEED

ERENAISELELVEAEZBALTHEERS

BLNR—254 VCRTIE. R—ARAS54 YCRTHHFOLE A —IZHTNTARA—R 54 CRTZ432LBE S
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#1 - —&FEET Y FRA 2 F-BCVARA—R S A4 oL DEL-mITTERA

SARI53191 200mg

BRGERFIETDRSIF R 27T) FIER Q2w
(N=20) (N=38)
S
% 20 38
FEH)(SD) 74.50 (13.4) 70.37 (14.6)
f il 79.0 73.5
Bk 35:88 24:93
1638
e 15 29
S H(SD) 75.8 (12.0) 79.5 (10.6)
H 79.0 80.0
B/l R 55:95 52:100
=1k
#% 15 29
EHI(SD) 3.60 (6.5) 8.93 (9.9)
oo fiE 4.0 7.0
Be/lvBeok -9.0:20.0 -5.0:45.0
LS¥H)(SE)a 3.5(1.84) 9.3 (1.36)
90% CI (0.32~6.59) (6.97~11.61)
* 77 £ RLS T HZ(SE)? 5.8 (2.26)
90% CI (1.99~9.67)
95% CI (1.21~10.46)
pfE 0.0153
(:i:IfﬁEIZFE'I;MMRM:Eﬁiﬁl]EGDT:&)ODiE‘é"’&?)b;LSEIEﬁJﬁEé:Eﬁ-‘JL EHERALTHEIALZRI R
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FER—ATAUVRBRUR—ASA YRICSFHESHhEBCVAR AT HBEE T ELS.

a WEE. VHLARL(<4, ZHOEELERE. BRELUVBENTI VDR L LTOSR-LEMNE
EffA. G5 UIcA—RX 51 »BCVAREEEHEAERIC L HDMMRME FIL
BEARZEETI LS HHIC, SERELBART MY YO XEFERT D,

BAT, LSEHNSIREREGENL. RERBEAICHITIBAELRIVHLRIL(<4, 24)DEH
ORRENBEGLELVEAZEALTHESEZLS
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