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1.1 AR DESE,. 7=04 RPET. MRIZDAFIZSICHT
Y ABIRREN UV ERENERIET LR EREMEER N (3 H X EEE
&tE#T EIREEMSRICHNT., ZILYI\A I —RDRE.
i, SAEICET 2T 9 RBAERURREEGL., FSEIDOUR
a%komz+ﬁk 12 - SHATCEZEMDTC. FEIDIK
SHhE TN EEDHTITS &

1.2 FRIDESHIBICHKILE. FEIZSICKDARIAOREIRZ
8. ARIAQDURIBRUYRITEBDEOICHEBIRIEE.
ARIA%EEH%ODNM;’ZE(:'DL\I\ BENURIE - NEEICTS

BEREREELTHBL, AEZETHORSETDIIE. &
fe. BEEDROOSNIBEICIE. BODICEEEITERLT S
£S5BEITBE, [7.5. 8.2, 8.2.1-8.2.4, 11.1.288]
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2. 2 (ROJBERCRFES LBV L)

2.1 AEIORG 0T U B LB EE D BEEIE D & % B

2.2 AHIF SRR E R ES R S N2 8E [ARIA
DIATEEBBENNHB.] [7.5. 8.2.15H]

2.3 KA SBAHRAETICSME D LR/, BRAED T ¥

WEENE Icm2 B2 2 MM AR S N2 8F [ARIAD

YRR ELBENDH5.] [7.5. 8.2.15H]
3. fHR% - R
3.1 #Amk
HR7E4 YT RIEERER350mg
AEANATI) 20mL
. INA TR R F 22T (BEFHEBRZ)
350mg
Ko T U 6.4mg
. Sl WAV FNG 1LY 49.0mg
A AU VILR— 180 4.0mg
R 1600mg

BENIF v A =—ANLAY —DIEMIZHWTEE SN 5,
3.2 EFEIDMIR

HR7e4 YT RIEEHER350mg
e e~ REE~REEORI b AR
HEAR - AP R 29 A Tk S
pH 55~6.5
BB
(A 2 KT @1
B 1)

4. HHESI3ZHR
7Y NA I —IRIC & B BRERAEER UEE D SAEDE T

5. EEXIIHRICEHET B3R

5.1 RAENL. EROETTE2ZE2IEL. NIERZRESEL2HD
TlE 0,

5.2 RREZ I -2 AE. BT I a1 FPET. MEHEK
(CSF) ##&E. XIZFRZOBEICLKD 7 I 01 FRREE2RE
THHRPERS N, TIULINAT—IREBMSNIZBEOAIC
AElZERT 5 &,

53 WIEMTTY IuA RRREEZRBT AMRDOANHEIRTE
H. RUREEDEO T LY NA 7 —IRIC & 5 RAEREZ ICARHF
PRSI LW &,

5.4 T17. BEREE] OHOWNEZBH L. EFELEFEIIEHER
THWwoh-ZIEE, HAANSNBEOEKERZA I 7D
HiFH, BRI REZ T CHM L 2 L TARIRS DM & HIN T
5L, [17.1.121]

5.5 Flortaucipir (18F) #HW/-PETHREOHKEL» SBEL Lo
YOEBERBPRDO5NS LHBITELRVWEFIINT 28U RUOE

2L TV, AFIOBEICHKLS., 71 FRREHE

BT A2MERR. 7TILYNA Y —HOBKM, flortaucipir
(18F) ZHW/PETHEZERLZGRIEEORERELERL

e bT ARBEONEEHMT S &,

6. FBERURZ
EHE. BRAICIE R F R~ GEEFERZ) &L TLE700mg%
4EMRT3ME. ZD%IE1E1400mgZ4BMRT. D Ed
3053 0 CEEEET 5.

7. BERUHBEICEET 3R

7.1 %42 EOMHAE TAAI1400mgII B TE L WIES
EREEME LN &,

72 REHBERIZT I0A RS- OBRENHIEN-HE
X TOBETAROREA2%ETT AL, 73014 KB S5—
T DOBREDNHERENZVEATH>TH, Kﬂ@&%iﬁ%&b
TREISHATRTI A L, 187 A2 BATHRET 515
mﬁﬁ%ﬁiﬁmﬁﬁmwﬁﬁ%m\m%ﬁﬁwmﬁ%Tin
A RBTS—rDEtE%2EB L, HEICHKT AL, (745
H&]

73 7304 RBTF5—27DKEIX. 7 I0A RPETHREXIZFZE

DEMIEIC K O FHE L. REZFEHT 51550 I AHF 55
WH1I2n A2 ERET AT &,

7.4 BRI EHRIL6 7 HE 2 BRICRAKERE., BERORIE -
riEE D S B ERER OBEREE T & 5 BREER ORI 21T, B
REEROFEE. RAEOEEEE D S AR OB ES T CE L
WEEZOSNBBEERFOREE2FILT A &, BB AEI
5.oR 2 FRANE O B AS S B DR T AT U 7 B IR 5 2 ke
L7z & EOBEMEIZELL TV ARV, [7.2, 17.1.12H]

75 RFEHFEGICED, 7Ia4 FEEEBSER (ARIA) £LT
ARIA-ZHE/BHEITFHE (ARIA-E) & LU <IZARIA-RM/NE
M - WMRAEDFY VIEE (ARIA-H). XERMEmLA s 5 b
N3 EBH 5. [1.2. 2.2, 2.3, 82, 8.2.2-8.2.4, 11.1.2%
]
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(1) ARIA-E

MRIE{§ FEEIIFEREDARIA-ENR D SNz {1, &
Blo# 5 2 Rl idH k9 2 2 & MRIE{§ EHEE D D BAEE
HEDARIA-EDPRD 5 N F{EIE. RFOBEGEZHIT 5
& o MRIE{§ EEED» SEEBEIEDARIA-ENRED 5 Wiz B&EIC

& EEICHERFE U BT AR ORGSO S 2 HE L.

BERGET H5E. RICOERRBRBIET S L.

AH % i L ARIAO)TIE‘H(@?ﬁ'%&U“MRI*ﬁET“@ARIA—E@

HEZHER L-HEITL, REOBRZME TSI ENTE S,
(2) ARIA-H&OHM.’:HEI]

MRIE{§ F8EEIIREREEDARIA-HA R 5 hizB&Icid, &
o5 % Rl a9 2 2 &0 MRIBE§ EHERE» D AR
HEDARIA-HA 8D 5 NIBEITIE. KEIOKRGZ2HWd 5 2
& o MRIE({§ BB DEREMEYE D ARIA-HA RS 5 Wiz B &I
& EHEICHEREHE L7z BT KB OFR SRS O R S 2 HRE L.
BEHR T 250. FICERRBEEBE T2 &,
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8. EERELRNIE

8.1 777« 5% —%&tinfusion reaction®Ho5bhb I &
WBHBD. BEKREKRTHRDEL LHI0FIEIBEOREEZH
8By52E, [11.1.12H]

8.2 AANFARIAEEICET @Y 2 H#2E T 2 EMO N THA
L. BEHBAITRCHEEHRIEUTORICERT S &, [1.2,
7.5, 11.1.22H8]

8.2.1 AR ESHMGBETIC. &H (1FEUAN) OMRIE
ARIAZECREMROEREAER T S &,
8.2.4. 83, 11.1.2, 17.1.1=/#]

8.2.2 ARTADOREBLIL. ARFIHEHEH 6 24BMUAICZ L, i%
ZARIADEBUI12EBANICZ W EA 5. ZOHMIZRIC
BFECBEOREEZBRT 52 L. ARIAZRERT ZERHAIR
SNTGEITE. BRI 21T, %%L:FEU’(MRH}%E%%&E
52 &, [1.2, 7.5, 824, 11.1.25HH]

8.2.3 ARIAZRIET HIERDPROD ONZWVIFETH > TH. AH|
2B H o 5], HWER GEHE4NBE OS] RUO7EE O
Bai. SicEn LIS EHICMRIBE 2 FERKE L. ARIAOE
HEHERTHIE, Tz ZLOEELRARIAIXIAGERIG] 2B
PIZHS5HLNED T, BEIZD CTAAIZEED#HEHIZSHMRI
MEZERETSZENEE LW, [1.2, 7.5, 8.2.4, 11.1.2&
Hg]

8.2.4 7R REHEXIEE T4 (APOEe4) (AEHEARNIL
ANTUOHEGHE) S+ UV T7OBREIZBWVWT, ARIA-E. ARIA-H.
ROEEZARIA-EACARIA-HA L DB WSEE TREO SN TV
%o TaB. FIFEEIZ. APOEcd (FEHESE) F+ U7 TR
HE <. WRIZAPOEe 4 (NTufEsR) ++v V7. APOEe4
JUvFYUTDETEDP> 2. APOE e 4RRRITIZHDH S
3, 8.2.1~8. 23N V1.1 2IHICHEDMRIKE %2 & e ARIA
EEZEMTAHIE, TIVLINA VTR IBEZHRERDT
BEORMEREZNRE LA O EBEILRSIIIHERER
(AACIEHER) BT AAPOE 4R EEARF v 7OEIEIX
16.7%TH -7z, [1.2. 7.5, 8.2.1-8.2.3. 11.1.2%08]

Bizkn,
[1.2. 2.2, 2.3,
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¥) MRIFRFER TR® 5 N7 ARIAKOVRERE S EMIC & 0 #E
SNI-ARIAD SHEZHH L7z,

8.3 AAIH BT OMRIBE CEEO HERENRD SN BE
BT, AEOKREG 2B LRI L w. HEOHERED
RO ONTZBENODKAREGOREIR, FFHKREICLZY AT L
N2 74y bEFBEBLLET, HEICHTT 22 &L, [8.2.1%
f&]

8.4 —MICEIMEREIMBMOV R7HFTHHI NS, KH
REANCBIMEDCFE 2R L. BIES YT 5 BENORE
EEICTS 2 & ARRGHIIBEAMIEER TS 2 &

9. HENHRZHIIBEICHT IER

9.5 ¥R
IERISIEIR LTV B TR O & & KT, e LOF RS
fabgttx LE2 WS NBBEICOMEET 5T & EERE
BHERBEIERL TRV, T2, —iRiICk MGz @R
THIEASHSENT VS,

9.6 7w
R EOERERURIARBORREZER L. FILORFUZ
FIEZHETT 2 &0 KRADHHANOBITICET 2T -5 3%
VAL E MgGRATPABITT 22 EARSNA TV 2.

10. #8E1EHA
10.2 HAER HRAICERTZ L)

HHILE BRARER - $EEBSE WP - falRE T
I ] P L7 KA EDOBRAICEY | FHOBIERE LT
INVT 7)Y A)T A ARIA-HXI3fii§ 1 | ARIA-HO &5 &
VAV 2l RN MEZDAEEDN D | 2. FFHICKD AR
TEXFHNEF %, OFRHKICE BRI HNERS
/IR Y A % A ARIA-HX O I | B FTREMED D 5
2 2| ICEET L L,
TAE) v
Za¥ R 7L IVERBRIES
M AEA
TINTTT—E%
11. BHER

ROBWERAH6bNB I ENHHDT, BEETFITITV, B
EOROONIGEICERE2HIET 52 S@ETI A NEEITS
Eo

11.1 EXIZEIER

11.1.1 Infusion reaction (8.3%). 7+ 7«4 S5*Y— (0.4%)
7+ 7 4 T % —%&infusion reaction (FLHE. EFRE., ED.
MEH, FF. BERE. BOERPiRk. MERREE. MERHHE%) HH 5
bhBZENHY., BENIBGNEFEREZLEL2BENNH
b0 ZLIFARFFZEF LIEHELRTHIOFTLUNICHERT 5,
[8.1&H8]

11.1.27=04 REEERESR (ARIA) (36.8%%)), RitHm
(0.4%'))

ARIA-E (24.0%%)). ARIA-H (31.4%%) ##dHo5bhbs I &
BHb, £7-. BERARIA (1.6%1) BHo5bLbhBIENDH
D, BRRBICBVWIRTICE> P RO 5N TS, FE#R
HARIA-EIZ6.1%%) T@RHOHNTWVWB, [1.2, 7.5, 8.2,
8.2.1-8.2.4%H]
(1) ARTADER E LTk, JEF. $EEL. BD. B, 556
&, OV, EH, RERE. SERE. DAOEEOEL, B
BMEA. RIEEDVDH B, ARIAZREIIERSHEBE L-BE&ICE
MRIMEZERT 52 &, ERRBETRD 5N7ZARIA-EDH
By 5HAE TCOHFRMEITHGEBTH > 72,

(2) ARIA-EIZDW\W T, BEIZECTIaLFIRTUA REFEIC
X2 EEEEITD 2 &, ARIA-HORERDRD 5 -8B
ZARIA-ELHFE L TWAH I ENZ V-0, ARIA-EXIiIHE L [F
HOMBZITH>Z &,

(3) ARIARERT A2 L5570, BEZBERL-BEIE.
FEFELBZFOREZBET S E LB, EHNZMRIEED
EiizwitT s L,

(4) ARIAPEHRL-BZICBVT., AFOBEE2EHEL &8
IR TS,

1) MRIFSREZ TR 57z ARIA BN IR OVAERE X4 BE AT
ICE VB SN-ARIAR MBI A S EEZEH U,

11.2 ZOtDFEIER

BIWER 1%21 E 1%
BipmEE =D & H:
RE R E bR

14. BRLDEFE

14.1 EFIRRFOER

1411 RFRNZLEECETD 0N 7ILVEFITH B, RANG, BEH
ICHRAMEZITS Z &,

14.1.2 FAHEOK30FFNCWEEL, SBO L, BRICRLTHEL
Z&,

1413 NA TIVHOIERICEN P EEPRD SNL W & ZHERR
L. EYREEAPRD5NIGHIIERLZVI &

14.1.4 FFIRIZ, EHBEREZH VS 2 L. TRICKEWL. KAz
MERREIWY  EHEREREZECRMEEEMA NN Yy 7 IR ML
I L TRARBE A4~ 10mg/mLIC 7% 2 K ICHNT B L.

B58 AEREROE
700mg(AHFI2/N1 7. AFH40mL) 30~135mL
1400mg (AHI4/84 7 )L AFT80mL) 60~270mL

14.1.5 SEEHEANY JXERMLOFEZO > Y RESET
BAIL. BMULIRES Lana &,

14.1.6 FABZ I, HPPIEHT LI &, 2B, PU2BITHRE
PREET AT, ST, BEERE (2~8C) TIX72
RFREILIN, 25CUI R CORETIX 12K RBIPICER T 5 2 &

14.2 FZFIESEHOER
ARBEKTRIZ. HES A o 2EEaERICT ISy al,
2EEHRETHI L,

15. ZOfthDFER

15.1 BRARERICE D 1BH
PR IC BV T AR 2 G SN 7-88% D BH THIEMFLA
(ADA) ##&D 5N, TO2BFITHHHUELRD 51z, ADA
BEERI TR ADARRHER] & it U TIE s B4 < TIRESET
I BIEMANFRD 5 NIz ADADRBIC K 2 RFOFHEAND
W15 B S NE o 7z A RISHRD 5l
TRTDEETADABRD 5Nz,

16. E4PEHE

16.1 M$EE

16.1.1 BERS
TIVINA 7 =R K BRERHBERE I T IVINA 7RIS K B@ED & P
ORAVEREZ 186 (HAANSHIZET) ICFF% <710, 20, KU40mg/kgt) % BifE
BIRNES Lz & &0 R P22 7OMEPREEBBCRHRICHAIL T LR Lz, H
JRHNIHI8~ 10H TH - 722,



£1) TUVINATIRICLDBEDRHRERZE LI T VINA T —RICL2BE, SH
EEORAGEREICFF 27710, 20, RU40mg/kg®) % BEIFIRNHZES L& &0
B2~ TOEYEHET X -5

Crax AUCo- t1/2%
w58 %L
(pg/mL) (g - h/mL) (H)
196 26200 10.3
10me/ke 7 a7 (19) (5.4-14.5)
413 60500 9.3
20me/ke 7 a7 18) (5.6-16.2)
910 112000 8.3
40mg/kg 4 1s) (30) (6.8-11.3)
MEIE (BBRE%)
a) MMEE (FF)
1200
® 10 mg/kg
—~ A 20 mg/kg
51000 B 40 ng/kg
~
o
3
~ 800
i
a
™ 600
g
"
™ 4001 4
o’
=
."ﬂé 200
01 = *
0 7 14 21 28 35 42 49 56

5% (HD

K1) 7UINA Y —IRIC L ZBERABERE LITVIYNA T —IRICELBEDP S
FPEEORMREREIC K 27710, 20, %U40mg/kgh) % BEIEIRNZRS L7z &
EOMFF R v THREHER (CPHE L HHFE2)

16.1.2 RIERS
SEIE ~ BIEREO 7 — & 2 AV CREERMBIERNT £ £ L7z, ADAYEEDE
HICAA1400mg®) 4R & ICREBIRNBS L7z & EOERIRBICE T 208
ST A—% [FRfE (90%EEEXM)] &, Cmaxss?'381 ug/mL (255, 559).
Chmin,ss?°22.2 ug/mL (5.63, 55.3). AUC«,ss7'53500 g - h/mL (34900,
91500), &HEES N7,

16.3 o1
R 3= TR 5% A TIHA T 2. BEREMBIRBMEITIC L D EEShih
RIAL)S— A2 P OFHEIE3.36L (EAMEE18.7%). KFa > /8—bx 2 b
DOHHERIIA.83L (EKRIEE3.9%) TH 7Y,

16.4 X3
FF 227 RIgGlE/ Z7u—FAFETH . NEMKIGGE FEMICBILZERICE DR
TF RBRROT I BICHBESh, REBROEELHFRIZVEELZOGNS. KT
22 713F b7 0 LPASOEORBMBERIC LR Z T LV, BEERBEWIZZ V.

16.5 HEitt
RHEFSEM BRI L VHEE SNz 2 ) 75 > 2130.0255L/h (E{RRIZ§124.9%)
HEEFZ12.1HTH 723,

16.6 HEDERZHIDEE
RHEFEMBIEMANTIC & 5 & FEil. Al AE, B, ROFREZ R F R~ 70
EYBREICHEE RIS a5 7Y,

) ARORBSNHBEROCHRE, DEF. KA RFR~7 GBETFHEZ) &

L T1E700mg % 48R T3E. Z0%131E1400mgz4BRET. 27%< &H30
APV CRETERET 5.] TH 5D,

17. BRPRAHE
17.1 BMERCREMEICEIT B5ER
17.1.1 EEERESENEHER (AACIEER)
TIINA T —IRIC & BEERMBEE R OREORIERE 173661 (HAASSHI2E
) 2RRE LTI EARMBEERERABRZER Lz, 75 A USAA (R
D3[ENZ700mg. LUFEIZ1400mg) % 4EMERE THIRNIRS Lz, EaBREER. O
~@DEBYTHH 1z,
OMMSE®D 237 #20~28TH %,
@7 304 FPETHETT 304 KR FI—7ENRDONS,
O@Flortaucipir (18F) %MWV zPETHREOREFY L EBMIT2MAEDEIHEC
BUTBREL Oy vERFEDONS,
@A) ==Y THOMMRIFE T LTITRT LS LRFIERSED 5N TV,
- ARIA-E
* 5 FBL_E O Mt i
<20 L EOBRANE DT VILE
- I S 1 R O TR A
AACIHERTI3. HEICHE LZPETRETO7 304 R /I —VREOHEEICEKS
&, ZHERTICTAROBRE 25T Lz,
76K DIADRSE2) ON—=25 4 > 60ZELR (EEFHMEEE) Tl L - BHRN
EITIE TR ERARTAFB TR ZNICERICIF ST, MR
22.3% (¥ VEEAPBED SPEE (SUVIS1.46) RUERE (SUVr>1.46) O&fk
HBE (M. 2F%FH)] RU35.1% (¥ 7EBIBRED STEEOER) Tho1z,

N=AF74 D oBEHTOEE TORENEOERKRVT I 01 FPETt Y Fu A FIE
##1. APOE e 4BETRBIOBENEORERER2ITIRY . S2ERVT76EIHIAAIR
T7 304 FPETHRETOREICHYE T 57 304 NB 77— IhHREZZR LI-EIGIE
ZNEN66.1%KVT76.4% T S2ERVTOMEMB ICAH OG5 T HE R L El&
X ZNZN46.6%%1V'69.2%TdH - 719,
##1) MMSE (Mini-Mental State Examination) &, #RAIBEAEZ 5V S 5 iS5 RE.
AEFRITIZ0HP 5300 HEE LD, AT RERZREORENLDREIVILE
R
iADRS (integrated Alzheimer's Disease Rating Scale) (&, ADCS-iADL®3)
T U'ADAS-Cogi34) 7 & B & h 2 FBAIHAE & O H % LTS AE 2 TPl 9 5 REE.
HEATTIEOP 6 14405 E L D, AT RERBEOBRES LV RSV LE
R
ADCS-iADL (Alzheimer's Disease Cooperative Study-Activities of Daily
Living Inventory, instrumental items) &, FEROHEEEEHE (FiE Ho
W RE. B SHEE) 2R A2 RE. GEIZI TR0 5590HFEE LD .
AT REREEOREN L ORE NI LETRT.
ADAS-Cogis (Alzheimer's Disease Assessment Scale-13-item Cognitive
subscale) &\ 7UYNA v —{ TR BEKICREE %22 5 RAHEFIR O
flie AFFAI7IZ0ON585DHEEZ LD, RITHEBREOREN LV RENT
LEIRY

*2)

3

T4

R 2T A B Db (SE)

RN
<~
]
—— AHRE (T75(51) D 20,001 ]
41 L STRRRE (3240)
-16 . . . " . .
12 24 36 52 64 76
54 i)
2 -
RN
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]

R 2T A B Db (SE)

—— AR (5334) *EEp <0.001
R I S S GT 1))
-16 " " " " . "
12 24 36 52 64 76
54 i)
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