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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
TN NA = —IHI K DB SUTRREEN BN 5 BB DIMANT I u A RR—F 75— DF
ik

(fi#sh)

AENIORHFEIZ o Te > TlE, BARNZXIG L U7 TR &L O TAHRBROFE RE 2B E 2 C, HE
MARERER D AMF FTREVE Z 5 L, Z DOAEZ H AR NIZHME L7z, $8 00 F2il 2 R L 7 R BT & %
Gl LIz Zo0ORBRITIH W T, JREERR AR M OFE R A SoTIC W T, AAKl % I\ HPETHRAE D Z W%
REZ Al L7 & 2 AREREIES AT K 52 D& K OVRF FL 1, GE067-007 7R T81~93% 5 TN4~92%,
GE067-0263Kk T88~96% K% UN83~93% Th »7= (TFK) . F7z, HHEMEMRAL KGR L LIz BRIZHE N
T, EFREFERNCITA B OBRELE DN E W REZSoTIZHWT, KHlE AV HPETHAE D2 ke
i L7 & 2 A, S ESAIC K DM ORERIEIX, 68~100%TdH 7= (T ; GE067-015:5k) , LI
FEORBAERN S, REIZFAVDLPETREICL Y, WENIMNAB 77— 2 Za[i{b CTx, LEORE%
R TE A2 ERMERINT,

— 5T BURIZEB W T IMNAR 77 — 7 OIREORE 2 e T X BHEIIREN TH D LB 2 b,
DFEY, MNAB 77— OREILEZFERE T HHEAEL LT, ADBET L0, BRIEREDHH
HNTADTH %, UL NITADTIHRWEFITH LT, AKAIZHOHPETREDOMLENMEIZZ L, L
72135 T, MREFEIL, ADBREOFBHAGE TH D 7 /WY A <~ —BIERHIED SR 1L 2 iR RE R &= 2 2
LTCWT, 1 EFDOFRIC K DHIEE O A BT HEETHDLEE X,

FRBROFUZE Z L O R THRAVEHE O - FFiE

AR = GE067-007 GE067-026 GE067-007 GE067-026 GE067-015

R 43%1 76%1 25%2 30%? 181%

% (95%(5 HEIX[H)

B4l 81 (67-92) 96 (89-99) 88(69-98) 83 (65-94) 100 (98-100)
B ALY 88 (74-96) 90 (80-95) 92 (74-99) 90 (74-98) 68 (61-75)

B ARE) 93 (81-99) 88 (79-94) 44 (24-65) 93 (78-99) 99 (97-100)
S EA 93 (81-99) 88 (79-94) 80 (59-93) 83 (65-94) 99 (97-100)
B IES 88 (75-96) 95 (87-99) 92 (74-99) 87 (69-96) 96 (97-100)

X1 FRBRICBIT D SoT 12D &, BE ALK &HEIN-HE5RE
%2 HHBRIZEBIT D SoT (23, ER (ABREM) &HEIh-wkErE

2023 4F 4 A o EFE G RERTEAEFE AT AGEHFEICH -0, AH O EIE S RER KRR T 572
U725 B BR D BEIR RS 2 IV T, MCT SR 1361 2 22 it fe & 314l L 7=,

GE067-007 7k, GE067-026 7R & TY GE067-015 FERCTIE, AHKIZH W=7 I m A FPET X, #RFnikne
FEEOREICE ST, IMNAB OERREBAITMM CEL2ZWMFILETHDL ZENRENTZ, 2D b,
WSO MCT BF IR W T, AFIZHWEZT 284 RPETICL VNN AB DR FEMAME T DL LEEZ
Teo E72, pAD IZ K DRHVE, MCT B M OB AN 25t 5 & L7z ALZ201 3Bk (g« SMEN) KR OY
GE067-017 7Rk (#EBRE : HARN) TiX, A&ZMHW=T I aA FPET TAB M & HIE S -
DEIG K OSUVRIE, WIFNb BARANEAEANCTHRBEDHE THL Z L3RS, ENOMCT BFICE
WTHIAERIS, N AB DEREEBEZMR TE DL LEERT,



BITE, ARHTIX AD OBWHII T NIA-AA LD AN —BAICHRE S TR Y Y, MCT due to
AD Z& e AD D, BN AR OEFIRIEAZHURET 2720 DN, F~w—h—HBED—>L LT, 7IuA K
PET BHESE S T 5 2,

LLEDZ b, MCT BEEXGE L7228 L, ABIOBEE - §hifE [Ty ~—JHIc kD
B AR S ITRAVEN B ON D BEFOWMANT I v A FR—=F27Z—7 Ok & L7,

2. PEXIIHRICEET HFE

5. BREXIIHRICEET IR

T IV A IR K 2R RN T UL RRAE OFIE AT W A H IO & U CEEE 12k L CAA
ZHWTZ PET REZ L L2 &, T oA ~—IFIC K 28R 58 0 b 5 LR AE 0 589 T
\ZRBE95 H HMEILAENL L Tuiauy,

(fi#E)

MCI due to AD AEEDILDHEF L E D, MIEREE 1IN T AD OIFREMETT TSR 292 AAK| O F 2k
TR STV, D X 9 ZRRPUTIN A T, AB DILERIZ 7T 25 729 @ PET IZBIT D EN T
A RTA v, KOVRFEER) G COEBME 4B F 2 TiRE Lz,

3. RERUVRE
() RERUREDMREER
@, AHF 1A T (120~3T0MBa) & EFARPIEE G- L, 454 60~120 ST iRjfe & BiAR T %,

2) BiERUVHEDRERE - IRHIL
1) &
KFN OB W IERE &2 34 U7 Bt T — Z 1%, 120~370MBq (ZEH% 5 116. 0~403. 3MBq) DA% EIRA
BELTHELNELDTH-T, UEHHICEWT, REMEICETBEN 2L, BUIREKMEL
FFo TN AB 77— AL TE 5 2 LS ER T E 7o, Uik 5B RE O #PH © % L 723 ¢
1%, 30 SRIOEE AT > TWER, M L —=0 7 77T AOBEFHIE VT, 185MBq % 5-4% 60
~120 31T A BRLA L7z 20 3 MRGICH Y T 2 B CTHOIZBZBN TE 5 Z L BRI LT 5,

2) R iR

RAGBRIAREHIC DWW T, YESNE T HRBRORE R S 5545 90 Icikg 2 Bth+ 5 2 L 2% E L,
D%, AAHIBEL% 90 SIClRBERGT S 2 EEHE L CEIMAUKE TR ONTT — XIS T
AOMEZFM L2 &, KOHARANTHRERORMNETHD Z L 2ENE T HABR CHAB LIZZ L2 Db,
TR 22 B BRI I I AR A 544 90 /0 T D LT L7z, 72721, BEORIBIZ L - T, AAIER S
% 90 JCHRGEZBMGT D Z ERREEr — A B MEIND Z LD, FARBHAR O FF AR #iPH & 5%
ETREELER T, ENE ITHRRT, Niiad SRk s U EERGAAER (LLF, SUVR-CER) #
FERE L U7=, AFIBE L% 60~150 53D 7 /LT A ZF )L (F) OIS TR 2] L 7= & = AARFIEE-# 60
~150 43 10 53[EIFE T O R E A HEIRIC 31T 5 SUVR-CER L H ICHERERR A & ¥ & BRRAICIZIEMEFEIC
AD DREFEOHREE LR L, BH5HK 756~135 53 TZ < DKM EFEBIT I TRRRANZIZITHEIC
AD O FBE THEREALA X 0 & @V SUVR-CER &R L7z, 72, AAIZ A5 PET ME CHIR/ERIIE O NE
JEDFEUE L 70 B kG T, P —E L7z SUVR-CER 27k L7z, DL EDFER, K OAR|O®K G HEEED T
R Cd 5 120MBq #E5-HFIZ 30 /M DRAG THORZWINR TE DG B LN TN Z L 2B E 2 T,
K 30 S OFRAG THG#%HK) T5~135 0 DT — X % ERE T HHEGERN TE 5 X 912, RAEL
% 90y Rl & T D AR 5% 60~120 IR EmT 22 & & L,

_lo_



Uik Z Lzl 2T, T@E, KA1 /3170 (120~370MBa) Z##ARAHS- L, $5-4% 60~120 77

RG22 2 &) ZARIOME - AL Lz,

4. AERUVRAEICHET HEE

1. AERUVREICEEYT 5EE
RIER T, &G-8, RIEHES, 7 — FNESRME, BGEEMROT VT ZLRONT A =2 ErE

BLTIRETDHZ L, WUNCINY F— g v &7z PET #E TR 217 5 54, #% 58 185MBq (28
VT DAEHER) 72 BRAGIER 1T 20 2 CTH B,
(fiah.)
B R RBR C OGNS, AK| 185MBg 45 L7, 60~120 /3 ORIICHREZBIMA L, 20 M OT
—ZWET, WUIREB N OND EBZ HNDN, REFRH ORI 5B O &I L - Tl

BT DUEND DTOBIE L,

_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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BRELE N

_ i | . | 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

(2) B PR ZEIRER BR
WEALNE T FEEAER (ALZ103 305kR) CTHREEEAR A 14 4435 KL OY pAD B3 8 4412 100, 150 & 185MBq % Hila]f
B L7, REBRIZBWT, BRRIIRF L7 n 7 7 A VR OEFMEEZ R Uiz, SERWIRK I3
L, ERRAEFRER, NIAFFRIILLTITROONT, BENRAEFFRT 07 7 A L b
LNt RBRYIMFICRR LE-AEFRI 2 ThHon, YUAEFELIL, VTN LRE TR
BRI ICEE L, 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 (MRFRmRA, MigEERE, migAE(bema, Rt , A
A BN A 2 ROLEROFMIZ BT, BRI EE M m R ONL RS 7T UTRRO G-
77
EINH 1T F5RER (GE067-014 5RBR) TR A 14 435 L O pAD B3 8 4412 100, 150 X 185MBq % BL
FIF G LTz, HARANDRREMRA KO pAD BEICBWT, BREKIIRAFRZRNET v 7 7 4 VR OERE
PR Lz, RBRWIMTICEE, BEERAEFS, UIAFFRICI2PREFES T, Friak
AEFERT 07 7 AV ERO ORI o7, RBBIFPICRE L AEFRIT1IFTHY, BETH
BRI RICBE U, #EBRk & o RIRBIRIT TBh#EZR L) EHE S, BRMRAME (iR Frmi,
mikEEE A, MigEFRE, Rigd) , A 20 o ROOER OBV T, ERRAICE
a0 e NN T VTR b o Tz,
R AAIOAGE STV D ik - &I 120~370MBg Z FlIRANE5-TH 5.

) AE RISEFFERER

B G EIZOWT, A CFM S IO BRRBRIC BT, #5-5 185MBg, #RIgMFH 30 pI TR
R T — 2 NELND Z RSN, £, i L —=0 77 u s 7 A0FAEERF L
72 GE067-021 RERIZ I\ T, B4 72 PET 25 % F TR O & & ORGFRE CUNEE S - BT —
H\ZHSE 185MBg 512 L 5 20 SIS S T 2B A Wiz & 2 A, R % 20 s3I HEL
i LT b meset Rl d 1T 2R, FrRE K OFi ER —BEIX R CTh o 7o, EFRILFERER AR 510
FHERER (GE067-017 3RBR) M OVEAME L AHEER (ALZ201 38BR) CTlE, —#o g T 1 ElhH- 0 o5&
% 120MBq & L, 90~120 431212 30 /oM DRt % 1~4 W OMFEZ & 1F T 2 [\15FEfE Lz & Z A, 185MBg
e G-I & [FRRIC RAF 72 B AMS & L7z, SN IAHERER (GE067-007 3RR) CI, 30 sy o#fgIcimt x
DAIVRWHEBRE IZ BT D BRI O FAME D7D ik 37T0MBq & #65- I 7e s, F G EN %) 5
o2 LICERT 2 LEEMEORBRRTE O b T R ZEGNA GO, RERFIES 2T EVWoT
BRCHRE 2 BRMMET 2 Z L ARG A ZE L, ARG % BEOREIZIS T 120~
3T0MBq D#GiPH & L, iR iFfi] & & 5 &0 Mgk O PET ZEE DN Y 7 — 32 3  OWRWEITEES E H K 30
STEIOFECRE T2 & & L,

B B AR DWW I, ENE TFEEER (GE067-0143458) (2330 ) TSUVR-PONS (k4 2 2 BBfEIg & LT
SUVR) #5812 & L CARAIFE G514 OMEHRED N0 2 58l L 7=, FDOFRER, AFNFEE%60~1507128
% #E R N T OSUVR-PONS D AR IRF I ZZ B | X FE R & ADFRE & ORI TRED BV D 2T TH431C

_13_



INED o T (K, FTo, BEHKITE~1354rTlX, pADIEF DSUVR-CER (/M2 2 FR g & L 7-SUVR) I
fi S pfc A\ OOSUVR-CERIZ HE TN D2 < DRI CHEE AR B m Do 72, M 5 TAHEER (ALZ103
B TiX, 185MBa% B 5 %850 ICH & Bith L7 & &, BRIk - % ik < 42 C ORM U ik TpADAR
# DSUVR-CERITAEFE A D SUVR-CERIZ LR THERH AR A BT M o 72 (K)o TRAGBHARIRE ) 2 B 1232
< L7eshf (#51414047) , pADERE L A QBRI DT R dGEN Lo N2, BE~OIER
BINERENE < 2o 1=, EWNETHERER (GE067-0147388R) K& OS5 TAR R ER (ALZ103788R) o PN B g
DIFHRFEICELS E, 201 TH2 A IKE TrE R BB AR 23 TARFIB5-60~12050 % ICEAT SN/ Z &,
K ONA H 2T CFEM ATRE 2 R I R T H 300 IR E L ABE SN D 2 L 2 E 2, 1R1GBALA:
AR AI R 5-60~12043%% & 3R E L71=,

HE - RFIOEGE I LT D Ak - AH&EIX120~3T0MBq & F RN 5-TH 5,

W =L O REEA IR OSUVR-PONSOHER  [E N TFHEER (GE067-014358R)

1.2
w [ ]
5 . ' s ¢ ¢t
2 10 ¢ e - - *
[} *
- +
2
8 0.8
=3 ]
£ - [ ] [ ] # 801-057
8 . . i . ] B 501-058
™ 06 -+ I T 1 T T A 801-059
o
= [ | ; 3 A u , & i f + 501-011
3 < = =) - * | 801012
>
o 04 e 801-013
2
©
=
]
X
© 0.2
i1
-]
00 + + +
o o (=4 (=] L= [=1 o (=] o
~~ © (2] o — N M - w
=) o o s by by by s by
= & 8 2 g8 g 8§ 8 %
=1 = b = =
Minutes post injection

HERERE A (801-057, 801-058, 801-059) K UNT /LY /~A ~ —HIERFNNEHAE (801-011, 801-012, 801-013)
BB G IR OSUVRISATSREE RSB, SMUMISHIERCE, AR R BCE, IR BB ONHTHZE S 0 14
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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 Wit IE (CT) 12 & 2 MEI 2RI A 2 W ARPL T PET B OB F CORRMTH 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 & ER) (BT HEREIL 99. 4% (95%FHEXM : 97.0~100.0%) TH-729
BIVEHIZEBUAE L 1L 13% (24/181 f5) TH Y, TEEORIEMIL 4 61T, FHERIK T 2 14, RER,
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 B M ONRJE AD-D BBE A %ISR E L, LI 3~ 7 OIFEETIMHEIERICOWT, 7%
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, EEFIIEE Th 2RI 514 18 1 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

PH] 7T A ZENT in vitro TOE MREAREY R — R T v BAITBWTHHENET S v B &4

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%
KD K 1% 6. Tnmol/L THY, BEEO ARV H Y KTHD TZDM (2- (4 -Dimethylaminophenyl) -6~
iodobenzothiazole) O 21 FEERIAD Ki1X 3. 4nmol/L Th o7z, 7o, B HEEAR AB14w) %
FAUNT= TZDM D "1 BEE# R OFEATRERBRIZIBN T, 74T A ZE/L (F) LN TZDM @ ECs 1XF2E
AU 118 TN 14nmol/L TH-o7=,

2) b MEBMMEMYI 2B\ in vitroA— T4 T T 7 4 —

AD 8%, AD DISoORBENIE A M OFRAE O BRRAEIR £ 7R S 22 W L 0 15 B2 ) & Hhuo
T, FLABE /7 m—F AHURIC L B0t 2 geta, WONT 7 vT A 20 (FF) O °H R IR K&
CEEIDO AB Y HY FTHDPIBOHEBRIKIC LD A= NTF AT T T 4 —%To 72, HIEEEKR )
HEBIZB\W T, AD R LIS 9B E & bl LT AD R TIZ 7 LT A ZEL (F) O PiB DFEE N
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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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K E DA 8 USE IN SPECIFIC POPULATIONS
8.1 Pregnancy

(2019 4% 12 A) 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
breast milk for 24 hours after administration of Vizamyl.
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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 pregnant 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
Tt 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

/NREFIZEET D E0H CRE FDA, B

A OWRACED 19.7/8E% ) OEOTHIILITOLEBY THY, KEFDA, BINE T8RS,
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(2019 4£ 12 A)

8 USE IN SPECIFIC POPULATIONS
8.4 Pediatric Use
Vizamyl is not indicated for use in pediatric patients

Vizamyl:EPAR-
Product

Information

(201947 )

4.2 Posology and method of administration
Paediatric population
There is no relevant use of VIZAMYL in the paediatric population.
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