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(2) HEDHER B OMHER
SMBL IR~ A OHE

Q) Al a—F
Y L

(4) "E DMYE
pH : 6.0~8.5
RBIEL BN ER e LY
I AR OREETT Y ) =V EaGAT 52 LICEVIETE R,

(5) £t
ALY
2. BE|DOMERK
MAEDRS GEERSD) OSSR UHME
W 7E44 B2 VERE

HEhE sy 1A T (2mL)
TIT A ZEV(BF) (FRE HRFIZEWT) 185MBg

AN 1347V (2ml)
AASER KT 2 2 —/L 0. 14nL, AAFEFTTARY Y )L~<— 180 10mg, FiR{H,
pHFREE AN 25 7y
2) EMEFDERE

A= ROV

(3) 24

X

> D

ERRAA

P\

3. RABRBEDHEAKRUVEE
Y L

4. hif
A% LR

5 BAT HREMED H HHHMY)
A% L0



6. WEDEEEHETIZEITAIREN
) PRATZRAE
s - R (BT AR R
Yim 5L FaS
EMRTHER 25+2°C U R S0 R A S U S 7z
BT T ABINSA T )L, TAK, T | BT HES 2 B | BB
TG ER 40+2C VX v TINORER I N D B

1. RARERVBERERORENM

AL LR

9. B
AL LR

10. Rz - A%

(N EBARELGRES - AE,

¥l L DEEEL WIBIEFENEIL)
MU ER R L

H T ABNA T, R BGERH S AR 2D STV D,

JECF R ]

(2) B%

185MBq (2mL) [1 /34 T /1]

Q) FlERE
A= ROV

) BHRDOME

NATI T A

I\ 73 oo

oA

1. BlgRt e S EMEE

EE R L

12. T O
AL LR

NEDNRFREEER - ARICHT HIFR

TEENHDH72H (]2.5kg) , O FNZITHHERTH I L,




V. aRICEY 4HE

1. BHRERIIZER
OT WA = —JFI K DB BEERRAPEE SUIRBFEN DO D BEDOMNT I n A RR—=2TT7—7 D
LIEiZAle
OMT7 I v A FR=ZHUKERGRZOMNT I v A F—2 7T —7 Ok

(fi#)

AEIOBFIZHTo > TIE, BARNZRIGE U7 TR &L O DAHRBROR RE 2B E 2 T, HE
MAHERER D AMF FTREVE Z 5 L, Z DOREZ H A NIZHME L7z, $8 00 F2il 2 [ L 7o R BT REE & %
B L L7 ZoORBRICE W T, HEM A OFE R A SoTICHW T, AFZ H 2 PETHRAE O 2 Wik
R RN L7 & 2 ABEIES AT K D a2 W R I QYRR B 1T, GE067-0077R T81~93% K 1N44~92%,
GE067-02638k T88~96% K% UN83~93% Th ~7= (TFK) . F7z, HEMERAL KGR E LciRIzH
T, AFREFERBNIZIZA B DRFILE DRV E WO REZSoTIZHWT, AFIE HWDPETHRAE D Z ke
M L7- & 2 A, M ESAIC K DM O RIEIX, 68~100%TdH 7= (T ; GE067-015:58) , LA
FEORBAER S, REIEZFAVLPETREICL Y, WENIMNAB 77— 2 Za[i{bCTx, LEORE%
RT3 Z EAMR I N,

— 5 BURICEB W T IMNA B 77 — 7 OIREORE 2T XS BEIIREN TH D LB HNT,
DFED, MNAB 77— OREILELFEE T HHEEL LT, ADBET L0, BRIERED DB
LNZADTH D, XTI HMNTADTIHZRWEE I LT, AHIEZHWDPETRAEDLEMEIZZ L, L
T2 T, MEREBE L, ADBRIKOFBEIE T D 7 Y A ~ —FIFBHE ) St D R AFgRERR & 4 2
LTCWT, 1 EFMOFRIC K 2HIE & O A BT HEETHDLEEZT,

FRBROFE Z & OER THERRHE ORI - 55

R R FLE
AR GE067-007 GE067-026 GE067-007 GE067-026 GE067-015
W ERE I 43%1 76! 257%2 30%2 181%2
% (95%f5HE X )
FERIEL 81 (67-92) 96 (89-99) 88 (69-98) 83 (65-94) 100 (98-100)
FERIE2 88 (74-96) 90 (80-95) 92 (74-99) 90 (74-98) 68(61-75)
FERIES 93 (81-99) 88 (79-94) 44 (24-65) 93 (78-99) 99 (97-100)
HEREA 93 (81-99) 88 (79-94) 80 (59-93) 83 (65-94) 99 (97-100)
SEIES 88 (75-96) 95 (87-99) 92 (74-99) 87 (69-96) 96 (97-100)

K1 ARBRICE T D SoT ICHESE, B AN &HE Sz g
X2 HAHBRICEK T 5 SoT ITHADE, 1EH (Apkath) &HE S IR

2023 - 4 A OEHELEEREARFIH —H AR AGRHFEICH 0, AF O EHK L ERERTE KGRI 52
H U725 BRBR O FEER RS 2 T, MCL A IS8T 5 2 E % 514 L 7=,

GE067-007 7k, GE067-026 7R & TN GE067-015 FBR TIE, AHIZH W=7 I m A FPET X, @#RFnine
FEEOREICE ST, MNAB OERMRBALFTMCE LM FIETHDL ZEDBREINTZ, 2O Ehb,
WSRO MCT BE BT, AFIZHWZT I a4 RPETICEVIMN AR DREEMAMR T D EEX
Teo E72, pAD IZ K DFRHVE, MCT B M OB AN 25t 5 & L7z ALZ201 3Bk (g« SMEN) K OY
GE067-017 3k (W¢BAE : AARN) TiX, AFIZMAWZT I oA K PET TAB B & HIE S - g
DEIEG KO SUVR I, WTFNs BARNEHEATHEBEDETHLS Z LRI, BRNO M BEIZE



WCHRIERIS, N AR ORFEERBAMGR TE D B 272,

BITE, ARFRTIX AD OBWITI T NIA-AA BWIEFEHEDOME N —fRAICHERE S v Cl v V', MCT due to
AD 25T AD @, N AR DEFIREZITRET 27200, A~—DT—BED DL LT, 7IaA K
PET SRS T 5 2

bz i, m1$%%ﬁ%&bt%ﬁ%LWL KRN DOBEE « % [TV g = —IFIT
BRI E X ILRAEN B DN D BE O T I v RRX—F2 77— 7 onfiifk) & L7,
éM;lﬁi\m4%m~5ﬁ%ﬁ&%&@%ﬁ7\m4km~577~7@7ﬁﬁj%$ﬂ®%%
ST RNTEINT 5 72 6O DR FE G E I ARG F I — A KGR FGE 21TV, 2024 48 8 HIZKR A1
776

2. MEERIIHRICEET LT
5. BREXIIHRICEET HEE
(FILINAT—IRIEIPBRERBNER X EBANENREONIBEORATIASFR—2T5—/ D0
fR1E)

T I NA IR K DR E%xm%ﬂﬁ@%rmém%amkbf%rﬁ% (2% LCAH
ZHAWZ PET A2 i L7V 2 &, 7LV ong ~—JFIC K 2 8RR B A 55 SRR IE O 389 T
\ZRE9 5 A HMEILAENL L Tuiauy,

(fi#E)

MCT due to AD 235 HBELE D, MIEMEH T\ T AD OJFREEIT THIZE I3 2 ARAI O HhE
R SN TWRVY, £ X5 ZRBUTINZ T, AB DILE RN Z 7 2 72 @ PET (2T 2 EN A
A RTA v, KOVRIFEER) G COEBMEL 4 B F 2 TiRE Lz,

3. RERURE
() RERUREDMREER
i, AKI LA T (120~370MBa) & HIRINEBE- L, 5.5 60~120 531k 2 BAa T 2.,

Q) AERUVAZ0OHRERE - 1B
DHE
KFNDZWrIERE Z 380 L 7= it 7 — # 1%, 120~370MBq (FE# 58 116. 0~403. 3MBq) D AH| % & ARA
BELTHELNTELDTH T, BEBHICENT, ZEMICETBENRL, YR WEkE
FFo TN AB 77— AL TE 5 2 LS ER T & 7o, Uik 5B RE O HPH © % L 723 ¢
X, 30 OB EIT> TR, fi hLb—=2771 77 AOBRFHIEWT, 185MBq £ 5% 60
~120 3B 2 BRLG L7e 20 2 EIHARICHE S T 2 B CTHIZBZEN TE 5 Z LR STV 5

2) R i s ]

WRAGBHAARFIZ DWW T, VAN THRBRORE R OB 555 90 IRk Z2Bth+ 5 2 L 2% E L,
D%, AAHIBEL% 90 SIClRBEBRGT S 2 EEHE L CEIMAUBE TR ONTT — XIS T
BIMEZFM L2 &, KO BARANCTHRROFMTHDH Z & ZENE 1 HRBR TR LIZZ L2 D,
FEARN) 7o B BRI IAR A 5% 90 9 CTh D LW LT, 72721, BEFEORBIZ L - T, RAESE
% 90 DCHRGEZBMGT D Z ERAREEr — A B HEIND Z LD, BFRBHAR O FF A #iPH & 5%
ETREEE X2, ENE THRBRT, DMHE SRR E LA ERGAZEL (LUK, SUVR-CER) %
FREE L U7, ARFIE 5% 60~150 23D 7 V7 A 2 )V (BF) OMNOAR 2l L7z & 2 5$ﬂ&5%m
~150 43 10 53[EIFE T O R E A RIS 31T 5 SUVR-CER L H ICHERERR A & ¥ & BRRAICIZIEREFEIC
AD DBFED T INEEE R L, 5% 75~135 43 T < ORI EfEIEkIC kwT%ﬁ%_ TIXEFEIC

_lo_



AD DB CTREEEARA X 0 &m0 SUVR-CER 27k L7z, 7=, AHIZ HV D PET Mtk CHEifG/ERIRF O
FE DFEUE & 72 % bk T, M —7E L7z SUVR-CER Z7R L7z, LA EDOFEE, ROAF O LG HEEED T
FRCTdH D 120MBg 5T 30 I OIRBE T2 MR TE 2EBIE LN TN\ Z &2 HE X T,
R 30 Sy MO T G#%K) 15~135 Y DOT — X & ERETHEBGIERNTE D L H IS, AFIERY
#% 90 2y & h il fill &+ 2 ARHKI 5% 60~120 DTkt 2Bt 52 L & LT,

UbDZ &aWE 2T, T@E, AHIL ATV (120~370MBa) # KRS L, #5.1% 60~120 47
RSB ARG &) ZARBIOME - HEE Lz,

. BERUVRAEICHET HFE

1. AERUVAERICEET IR

TR L, $eb-5, WG, 7 — ZIUESME, BB T L TY RARORT A =25,
BLTIRET D2 &, WYY F— 3 > Sz PET 3EE CTjig 217 2 B4, 55 185MBq 128
VT DAEHER) 72 BRABER 1L 20 53 CTH B,

(fiftan)

G R FRBR COMIGSAEN D, KK 185MBq ¥ 5 L7, 60~120 4y DRI HRGE ZBHAA L, 20 SHDT
— Z AT, BUIREGENGEOND EEX MDD, REEFF OFMIR G BSOS L - Tl
B AVNEND DT 0OFRE LT,

_ll_



5. BRPKAUR
MWEBRT—2 1\ 75—

BT — 5 /5 = O OB

PHAR
Phase | PABRE 5 BRI Fhtlk | 5Bk b G ($ 5 5MBq) ERHX Sy
ALZ103 M RN H[A] 22 [pAD : 8 HV : 14] A
Y EIHE, (100, 150, 185)
) FRIRAR B
GE067-014 | Z24ME, H A Hi[A] 22 [pAD :8 HV:14] | =g
W HERE, (100, 150, 185)
CUNES
ALZ201 POC RN BEX | 72 [pAD : 27 S
OHELN) 2[m] aMCI : 20 HV : 25]
5 (120°, 185)
GE067-017 | POC HA, BAE L | 70 [pAD : 25 ST
(HAN) ] 2[E]° aMCI : 20 HV : 25]
(120°, 185)
GE067-007 | #IHazkiR RN, HA[n] 180[EOL] AT
pZNES| (185~370%
GE067-008 | ZEkuakia KE HA[n] 7 [NPH] S A
(185)
GE067-009 | ZEHuEkEh KIE H[A] 12 [NPH] S
(185)
GE067-010 | A kuakBh el H[A] 15 [NPH] S A
(185)
GE067-011 | A kakBh P H[A] 18[NPH] S
5 (185)
GE067-015 | HVA %% & M, HA[n] 181[HV] 2
L 7= e L KE (185)
GE067-026 | ezt RN, - 106° ER i
K [E] -
GE067-005 | JiHEHETTF RN, HA[n] 232[aMCI] 2
HEER K[H (185)
GE067-021 | Fesg b L—= | %X[H - 276° BE
N/Ava=/ A -
LARFERBR

HV=fEFERY N, POC=proof of concept (M&ZZFAF) , aMCI={d=/ g

NPH= IE # K e
a. 2 [A A IXHRE L "C-PiB (370MBa) %5,
b. 2 [ GRFOHERIED 1 [B12472 9 O F
C
d

. B 2 Mk b

EESRANMEE, EOL={&KHHE,

. 30 AT RIAR I PH TOMBE 3T0MBq & L, REMIZERTE S LT L,

®

GE067-007 FRERIZAR I AdLT R E > —,

£ JefT L C3EH L= B8RO 276 By OB T — & &4,
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ZhResEAn (202348 A 31 H)

_ Y5 | . | EREOME- N wE | aH
Phase | BRE apmy| KM o el itk Eg

301 paan 7T AR IT LA F~T| MCT due to AD H
3 | core Stud z;\ﬁ IS [10meg/ke % 258 RS 1], | & RO 1795 | =E4H
Y 18 7 A IEHIRI | REE AD-D B

ZhREEAN (2024 £ 8 A 29 H)
BAPAYA

(2) B PR ZEIRER BR
WEANE T FEEAER (ALZ103 305kR) CTHREEERR 14 4435 K OY pAD B3 8 4412 100, 150 )& 185MBq % Hila] &
B L7, REBRIZBWT, BRRIIRF L7 n 7 7 A VR OEFMEEZ R Uiz, SERWIRK I3
L, ERRAEFRER, NIAEFFRICLLTITROONT, BENRAFFRT 07 7 A L b
LRt RBRYIMFICRR LE-AEFR I 2 ThHoTn, UAEFRLIL, VTN LRE TR
BRI RICEE U, g e oRIEBEMRIL TBE R L) SHE SN, BB THIZ, R 15
T, EERAERELEN LM GERTUF U BMEMEY Vo) wE S, BRI L 1Tk 6 < B
R L) EHESNT, BRBRAEE (MEFRmRA, MigEERE, migAE(bema, Rt , A
A BN A 2 ROLEROFMIZ BT, BRI EE M m M ONL Ry 7T VTR G-
77
EINH 1T F5RER (GE067-014 5RBR) CTEFERL A 14 435 L O pAD B3 8 4412 100, 150 X% 185MBq % BL
FIFE LTz, HARANDRREMRA KO pAD BEICBWT, BRIEKIIRAFRZRNET v 7 7 4 VR OERE
PEzoR Uiz, RBWIMTICEE, BEERAEFS, UIAFFRICI2PREFREO T, Rk
AEFERT 07 7 AN bRO ORI o7, RBBIFPICRE LAEFRRIT1IHFTHY, BETH
BRI R IC R L, #EBRk & o RIEBRIT TBh#EZR L) EHE S, BRMRAME (iR Frmi,
mikEEE A, MigEFRE, Rigd) , A 20 o ROOER OBV T, ERRAICE
) e LMY T VIEERD bR o Tz,
R AAIOAGE STV D ik - &I 120~370MBg Z FlIRAE5-TH 5.

) AE RISEFFERER

B G- EIZOWT, WA CFM S IO BRI BT, #5555 185MBg, #RIgMFH 30 pITR
R T — 2 NELND Z RSN, £, i L —=0 77 u s 7 A0FAEERF L
72 GE067-021 RERIZ I\ T, B A 72 PET 25 2 F TR O & K& ORGFRE CUNEE S - B T —
H\ZHSE 185MBg 512 L D 20 /IR ICH S T 2B A Wiz & 25, #RGIRF % 20 53 ICHEL
i LT b Beset Rl d 1T 2R, FrRE K OFi ER —BEIXRA CTh o 7o, EFRIL AR 510
FHERER (GE067-017 3RBR) M OVEAME L AHEER (ALZ201 38BR) CTlE, —#o#BiE T 1 ElhH- Y o5&
% 120MBq & L, 90~120 431212 30 /oM DRt % 1~4 B OMFEZ & 1F T 2 [\15EfE Lz & Z A, 185MBg
e G-I & [FRRIC RAF 72 B AMS & L7z, SN IAHERER (GE067-007 3RR) CI, 30 sy oIzt x
DIVRWEBRE 12 BT D IR OB O 72D ik 37T0MBq & #5- I ieny, G EN %o
722 LICERRT 2 Z2MEORERITRD bV T B RBEEIG O, RERFIE 2T 2 & W oTz
BlCRE BRI RT 5 2 E NN SR ZHE L, AFlOFREE%2BEOIRIEIZE U T 120~
3T0MBq D#iPH & L, R iffi] & 2 5 B0 Mgk O PET ZEE DN Y 7 — 32 3  ORWEITEES E H K 30
SR CRET 52 & & L,
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Tt BRI >V T, EIPE T ER (GE067-01438B%) |2 33\ TSUVR-PONS (IhfE % 2 FRAERL & L7-
SUVR) #4545 & L TARKII 5% DS RE DN /341 2 5Hl L 72, Z OfER, AFIHR5-1%60~15057124
(T 2% HERAE PN T O SUVR-PONS DR IRF O ZE Bl I LA FE Rl N & ADSRFE & DR TRE S B L 2 ZITH A~ TH3IT
INE o T2 (K), F2, BEHKIT5~135%7TIiE, pADMEFE DSUVR-CER (/)Mipi % & MR fEHE & L 72SUVR) 1%
f KRRl A\ OOSUVR-CERIZ HE TN B D2 < DRI CHER AR BT m D o 7, M 5 TAHEER (ALZ103
B TiX, 185MBa% B 5 %850 ICHfB & Bith L7 & &, Rk - % bk < 4 C ORM R ik TpADR
# DSUVR-CERITAEFE A D SUVR-CERIZ L THERH AR A BT mid o 72 (R) o TRAGBHARIR ) 2 B2
< L7eih (#51414047) , pADERFE & BERERR AN OERNZ O TR deEN RSN 720, HE~OIHR
ﬁéﬁﬁﬁﬁw < 7podz, EWNEIFZER (GE067-014738R) & OS5 TFA#ER (ALZ103385R) o M N B ik
DIFWEICITES X, 201742 A LK E TIIRAG BRI 23 TARAIB 5.60~12003% ) ICEE S/ Z &,
KON F R T CEME TR AR RS KR TH 300 MIRRE L ME SN D 2 L 2B E 2, IRIEEHIAE
AR HI B 5-60~12043%% & 3R E L71=,
W AFOERB ST D HE - HEIX120~37T0MBa & §lIRNE 5 Th 2,

WERE = L O R E B A IR OSUVR-PONSOHER  [E PN TR (GE067-01435R)

1.2

w L] L]

g ® . b o . hd )

2 10 ® ®

[=] *

- +

2

8 0.8

=3 ]

E n n ¢ 801-057
g L » ] B 801-058
L " " ®

© 06 - t T T A 801-059
£ ‘ A A ; - A A [ + 801-011
5 y & b8 & 3

3 + =) - * )| | 501-012
o 04 ® 801-013
&

]

X

w 0.2

j=

-]

00 -+

60-70 1
70-80 7
80-90
0-100
110-120

100-110
120-130
130-140
140-150

=)

Minutes post injection

fERERL A (801-057, 801-058, 801-059) M UNT /LY oA = —TUERSIGE M (801-011, 801-012, 801-013)
BORAE G RO SUVRISATSREE SR, SMUMISHIERCE, AR R BCE, IR BB ONHTHZE S 0 -4
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#  WMsEIER SUVR-CER  ##4h 45 T #H7RER (ALZ103 3R5R)

R R Jibd gk . b p 1E
FERERRA @ (N=8) | pAD FA# @ (N=8)

85~105 45 RITEAIE R E 1.119 1. 543 0. 0207
BATEHE 1. 068 1.607 0.0207"
PR IESE R T 1.132 1. 358 0.0148"
SMEMAIEATE B2 & 1. 192 1. 688 0.0148"
PRI A T R 1. 085 1. 527 0.0148"
JRR T e ) 1.119 1. 453 0.0104"
RiTHER B BT 1. 221 1. 792 0. 1304
% HOR BT 1. 408 2. 100 0.0379"
Bk 1. 254 1.674 0.0379"
Jibi 2. 294 2.284 0.5737
BB T AE 1. 768 2. 005 0. 2345

150~170 4> RITSATE R B 1.191 1. 754 0.0047"
BATEHE 1,127 1.817 0.0030"
PR IEE R 1.232 1. 548 0.0030"
SMEIMAISATE B2 & 1. 263 1.943 0.0104"
PR B3 R 2T 1.122 1. 727 0.0104"
JRR T e A 1.204 1. 646 0.0047"
GG RN, 1.327 2.101 0.0281"
% HOR BT 1. 704 2. 462 0.0379"
Bk 1. 405 1. 810 0.0379"
i1 2. 307 2. 343 0.5737
BB T AE 2.103 2.391 0. 1049

N=3i%4T — % DI HPERE D, ¥=Wilcoxon-Mann-Whitney #iE (p<0.05) , a. AT v 2 ROAT v 73
DOAEF

(4) FREERYER BR
1) BERIERER

[EIR 3L RIFER (GE067-017 7kEk)

BRI 25 ], SRR B AR ANIR RS (aMCI) & 20 44, Ao TUF NINCDS-ADRDA (R[] [E] S7 s = I

HEHRFIEET — 7 VY A~ — I B R E 2 S W R YE CREPRAYIZ probable AD (254§ 5 B3 25

B, FFT0BIOARNERIGE LT-, BEBRE DX—2F 4 L EEOZWr (probable AD XITERANHRE

IEH) % SoT & LTHW &, i -cogmib Sz 7 /v 2 &)L (F) i ORI R R
(B BB OFIE b 4P EIK 3 4 O—E & EFHR) ITI1T DR 92% (95%(F X [A] : 74~99%)

BB 1T 100% (95%(FHEX M : 86~100%) Tdh-o7= ¥

RITERZE BB L 3% (2/70 ) ToH Y, LEHATRE, B, WL S ILERS 1 HlTh -7,

WSVETIAREABR  (GE067-007 3XER)

TR R L 7S E AR 180 fil &5 & L7ZERIRARBRICH VT, 2RO Xfita v v a—
Z WL (CT) 12 & 2 MEI 2R B A 2 W RPL T PET B OB F CORRTH 21T o712 L

_15_



T A, JEEIL 81~93% (TPl : 88%) TdhoTm, O, HIRG] 68 FHlDEEZ W & SoT & LT
BH U7z, BrREIT 44~92% (P9l : 88%) ThHh-o72”,
BIEF BT 1% (2/180 ) THY, WIN LWL TH - 7=,

HEA S ARRBR (GE067-015 745R)

HIE AR EERL N 181 151l 2 56 B\ G & F2hi L, 2 D3~ T OMBRE 7> B 5e s A RE 7o Mg & B L7-.
W COBERILI N7 T A 2L (FF) B OB GEEA R (ERLEBR OFBIE 5 4 ik
34D & ERR) ICBITDEREIL 99. 4% (95%FHEXM : 97.0~100.0%) TH-729
BIVEHIZEBUAE AL 1L 13% (24/181 f5) TH Y, TEEORIEMIL 4 61T, FHEERIKT 2 14, REIR,
REERAPRES, THAEAR R, RRENARE, ek, B, BB EV, WRERE, RNE, MR
R O\ I E 2% 1 CTh o7z,

2) REMHE
LR L

(5) B - AR
KR L

OF=¢;-:01: 357
1) ERBERE (—RERKERE FECARERAEZ ERREERRRT)  RERTRT—2—
ARE, BERTRERABROART
—fisefsit I P A S A
BOERSE % O FERE T2 1T D AR DL MR O EDTE R AR T 5,

2) RREHLELTEREFTEDRERITER L -HAE - HBROME

AR/

(1) = Dith

ERR I FEFHMARRER (301 3B (Core Study) )

MCI due to AD R M ONRJE AD-D BBRE A %ISR E L, L3~ 7 OIFEETIMHEIERICOWT, 7I&
RNIXET D EENE A BREET 5 BT, MEAEZA (L 5 B MG E N4 235 sk © I S aviz,
TEZA L S 4L72 1795 B (77 Z BARESIT B, L x~ 7 HESI8H, LT, [FNE) 2flcigidE (771
RXNIV AR~ T) PG SN, ZEMEMRITRIRER L Sz, R RER D 5 B, 1734 {4
(875 {51, 859 ) MAFTO LA F~T OHFEITET DA INED FE T S EM (2IREMH) &
ST, BRI OWT, EEFIEE Th 2R3 514 18 7 AIZ351F % Clinical Dementia Rating
Sum of Boxes (CDR-SB) DX—RAF A b OEEL Y, EEFICIVT, CDR-SB D HEALANHI)
BAIZOWT L AR~ TRED T T v RS T D EEMEDN R ENTZ D, 70T A 20 CF) 83 &5 Sh
72 MCT due to AD FBE (T ZRIIEMENT 5 35 ) TIE, &EREMOREER L FIFEORWVIERN G LT,
TNT A ZEN(BF) 3G ST MCL due to AD MBE (ZEMEMATE 38 ffl) TROD LW
D FERHARH & OREBERILEE S L7,
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VI. EEE(ICEAJ HIEHE

2.

. EEZPMICEEHSHILEYRIIILEYE
BAROANA

EIEER

(1) EFIERL - 15 RS

e
AN OIS NG EN D B EREED O ST D B (0~ #) SRR ARALEE I L0
Bibsh s,

LR

CH] Z VT A X E)VIE in vitro TOE MMEAETS R — M7 v AW THRHEET S a4 KB &G

BETDBZENRENTZ, EBHIZ in vitroll TA VF a2_X— K LT2T /WY oA < —J5 B O LAY
FIZBWT, PH] 7vT7 A X /VIdEET 2 B8 L el U CBERE O K ARG LT,

(2) E3 T RAT T HAERAKE

1) VT A X EILORRHENE A B ~DFEAEME

BEFRHEME AR (AB140) W in vitro AFIFEARBRIZIBNT, 7T 2 X E/L(YF) O °H A%
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& FINZIBNT, I, &R ORI i 2 < 54 LTc, B O iR AR (5144 2~4 47)
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B 59 60~120 2 ICRB 2 BT 5, | THD,

(RS )
MIRD JEIC & 0 B H LZWIREIZR DO LB Y Th 5, FERHREIT 0. 026mSv/MBqg TH 5 'V,
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1 INDICATIONS AND USAGE

Vizamyl is indicated for Positron

Emission Tomography (PET) imaging of

the brain to estimate J—amyloid

neuritic plaque density in adult
patients with cognitive impairment
who are being evaluated for

Alzheimer’ s Disease (AD) and other

causes of cognitive decline

A negative Vizamyl scan indicates

sparse to no neuritic plaques and is

inconsistent with a

neuropathological diagnosis of AD at

the time of image acquisition; a

negative scan result reduces the

likelihood that a patient’ s

cognitive impairment is due to AD. A

positive Vizamyl scan indicates

moderate to frequent amyloid
neuritic plaques; neuropathological
examination has shown this amount of
amyloid neuritic plaque is present
in patients with AD, but may also be
present in patients with other types
of neurologic conditions as well as
in older people with normal
cognition. Vizamyl is an adjunct to
other diagnostic evaluations

Limitations of Use:

A positive Vizamyl scan does not
establish a diagnosis of AD or
other cognitive disorder.

+  Safety and effectiveness of
Vizamyl have not been
established for:

0  Predicting development of
dementia or other neurologic
condition.

O Monitoring responses to
therapies.

4. CLINICAL PARTICULARS

4.1 Therapeutic indications

This medicinal product is for
diagnostic use only

VIZAMYL is a radiopharmaceutical
medicinal product indicated for
Positron Emission Tomography (PET)
imaging of [ —amyloid neuritic plaque
density in the brains of adult
patients with cognitive impairment
who are being evaluated for
Alzheimer’ s disease (AD) and other
causes of cognitive impairment.
VIZAMYL should be used in conjunction
with a clinical evaluation.

A negative scan indicates sparse or
no plaques, which is not consistent
with a diagnosis of AD. For the
limitations in the interpretation of
a positive scan, see sections 4.4 and
5. 1.

ik - &

2 DOSAGE AND ADMINISTRATION

2.2 Recommended Dosing and
Administration Procedures

The recommended dose for Vizamyl is
185 megabecquerels (MBq) [5
millicuries (mCi)] in a maximum dose
volume of 10 mL, administered as a
single intravenous bolus within 40
seconds. The maximum mass dose is 20
micrograms. Follow the injection with
an intravenous flush of 5 to 15 mL of
0.9% sterile sodium chloride
injection.

4. CLINICAL PARTICULARS

4.2 Posology and method of
administration

Posology

Adults

The recommended activity for an adult
is 185 MBq of flutemetamol (*F)
administered intravenously (as a
bolus within approximately 40
seconds). The volume of the injection
should be not less than 1 mL and not
more than 10 mL.
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8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

Risk Summary

There are no available data on Vizamyl use in pregnant women to
evaluate for a drug-associated risk of major birth defects
miscarriage, or adverse maternal or fetal outcomes. All
radiopharmaceuticals, including Vizamyl, have the potential to cause
fetal harm depending on the stage of fetal development, and the
magnitude of the radiopharmaceutical dose. If considering Vizamyl
administration to a pregnant woman, inform the patient about the
potential for adverse pregnancy outcomes based on the radiation dose
from Vizamyl and the gestational timing of exposure

The estimated background risk of major birth defects and miscarriage
for the indicated population(s) is unknown. All pregnancies have a
background risk of birth defect, loss, or other adverse outcomes. In
the U.S. general population, the estimated background risk of major
birth defects and miscarriage in clinically recognized pregnhancies is
2 to 4% and 15 to 20%, respectively.

8.2 Lactation

Risk Summary

There are no data on the presence of Flutemetamol (F 18) or
metabolites in human milk or its effects on the breastfed infant or
milk production. Exposure of Vizamyl to a breastfed infant can be
minimized by temporary discontinuation of breastfeeding [see Clinical
Considerations]. The developmental and health benefits of
breastfeeding should be considered along with the mother’ s clinical
need for Vizamyl and any potential adverse effects on the breastfed
child from Vizamyl or from the underlying maternal condition.
Clinical Considerations

To decrease radiation exposure to the breastfed infant, advise a
lactating woman to interrupt breastfeeding, and pump and discard
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breast milk for 24 hours after administration of Vizamyl.

Vizamyl:EPAR-
Product
Information

(202446 A)

4.6 Fertility, pregnancy and lactation

Women of childbearing potential

When an administration of radiopharmaceuticals to a woman of
childbearing potential is intended, it is important to determine
whether or not she is pregnant. Any woman who has missed a period
should be assumed to be pregnant until proven otherwise. If in doubt
about her potential pregnancy (if the woman has missed a period, if
the period is irregular, etc.), alternative techniques not using
jonising radiation (if there are any) should be offered to the
patient.

Pregnancy

No studies have been conducted in pregnant women. No animal studies
have been conducted to investigate the reproductive effects of
flutemetamol (*¥F) (see section 5.3).

Radionuclide procedures carried out on pregnhant women also involve
radiation dose to the foetus

Only essential investigations should therefore be carried out during
pregnancy, when the likely benefit far exceeds the risk incurred by
the mother and foetus

Breast—feeding

It is not known whether flutemetamol (**F) is excreted in human milk
during breast—-feeding. Before administering radiopharmaceuticals to a
mother who is breast-feeding, consideration should be given to the
possibility of delaying the administration of radionuclide until the
mother has ceased breastfeeding, and to the most appropriate choice
of radiopharmaceuticals, bearing in mind the secretion of activity in
breast milk. If the administration is considered necessary, breast—
feeding should be interrupted for 24 hours and the expressed feeds
discarded.

Close contact with infants should be restricted during the initial 24
hours following injection.

Fertility
No studies on fertility have been performed
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KEOWFIGE | g USE IN SPECIFIC POPULATIONS
(201942 12 H) 8.4 Pediatric Use
Vizamyl is not indicated for use in pediatric patients

Vizamyl:EPAR-
4.2 Posology and method of administration

Product . . .
' Paediatric population
Information There is no relevant use of VIZAMYL in the paediatric population.
(2024 /6 H)
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