HASEE I 1227 5 3 &
A 1227 5B 1 5
S 4 4 12 H 27 H

FHE A TEE (R) & B

FLAGHE B - AT D R R R

JRAEGTBAEESR - AT AR E R L 2 R E
( & Ffl ) i)

[T AS B B B O SRR AR I MAX T B O T IEIZBE T 5
TARTA ] 1220 T

A, TR S B B HEIREREIC G- 2 2 B ORI FIEDOBSE ) (H AREFEF
FePHSERRAE L AT JEBR 28 (K S SRR D - FHMAEFE SR 26, EMEE A
) IZIR VT, A AREE D B B B O IR RE (C KT B 2l 2 2 H 7
> T, BB O G, 520, FHNESEOREENTIER OFIEEZ £ L DA K
TA CDBRIRO LB VAR S L2 T, BB TEFRER S L CEMBEVE T,

¥ ATEI DB LAZDOWT, BIFL O BIFRHIA D KAl QNI SEATBUE A 5 5L
EFRE R SR S R A OB HOTEA R RS TISHEET 5D T, &DHH
LR £,



IR

HARURMAE S S &

HARUE T = =
KEWFEREE TR B RAEHFITER S FAR
—AEEEN BONSCEMIAE S S =
INERAEMEN B s BHER
—RAEMIEN  AAREEAR iR B R
—AEEIEN AR MRS HER
—RAEETEN AR s BHER
—HHVEN  AARTANAYS HER
—xtEHTEAN BARRERES PRER
—RAEHEN  ERREEIRE S PR

HA D s HER

HAR G KIEYS  HER
IMSEATEGE NS L R R S iR B R
FHTIEA R



RGN H B B O IEIR B RE I T T2
S SIECET A A R4


KMFZO
テキスト ボックス
別添



H K

. FEERARER

| AV A = 2 i iy 5 SRS T SO UO OSSO 6
1. H B B A (2 B3 D BRI T T RO M 515 e 6

2. AEFZR
V. ERARERBR ...

TR DRI cooeiee s 7

1. B R FRFRERBR ...covoevceeees ettt sttt 7
2. PRBHIERER, MREERYRRER L ORI GG s 8
3. Sl s SR T OO 8
VL TR DFE R DTE oottt e 10

KITA FT A THM UTZEARRBRICBET 2 ICH A FT7 A4 2 11



=S

il

i

FEAPRBIL, EIRE D R L 72 B LBRSEAD . AN, IR EREOMER 2%
S5l A OF8H, TEEHIE, F23 TN R A ERIICER O H D EEIC L o Thr
O DN DIEBERETH D, FEFFRBORIE Z ki n) 2> > RIS 7 0 i Lo
AA & R — MFFEORERD DIL, KRB OEERHRRIL 70-80%IC K52 & MHEE S
TW5, E£72. 2019 FEDBETRE TIIAI O ERMER 20 L2k B o BE KT
500 T AZZ TWD, FEHEEICE W CTERMIFATEERIGRERE CH Y | fER DR
W& biT, ey, BN, IO \EERITEICIT 2 HROMRIK T odELZ X 5
ZEMERARELE SN TWD, ZLT, BHEEDZ I PMEMEEETH Y | FEROBHE
HFRCHR E TR 2 12 DICEMIBFRII R D ER N D L 7o TN D,

ZIE TSRV D ARFRIZ I DU SCETIEL, BBy OGRS LR A 1 O RO BAE
ICHEFSERNZ L EREL TWDELONREN -7, LU s, BRICIRG e EORIER
DD TR WA AEEAME BT REIC 72 > T D, Z 072, HENEOEIRREIC MIF TR L2 B
ALY R BN 21T O 2 1T, BE DR EESTFLHIT TR IRROBREA 0 &
FAT ) e TR R S TUEIR OB L R OB IEICFHF 5T 5 LB 2 b,

BBy ORI, FERAE ., IRTTHERE. FRAEERE . RS IEENEERE B B L o A RO e B E
ThV ., MIEREFICEET 26 EFL (HIRCHEEHSE) K28 T 4% T 501 Tl
720, [REHRERLIAMC b H B O EERERE (S 8 % I3 I BEMEDS & 2 KA1 (IR 41
P77 LV —H15) 1TAAET 503, ABHOEIREREIC KT BIIEIR M ORI X B
720 | RIS ORFEIIG C 7 FE TR 20BN H 0 | KA R T A XA DA xf
BL35,

RKHTA KT A 0%, RIS LT S L2 8EHK O B B O EiRE R I KT T8
BARRTT 2720, BARREBROFHE, Fh, FHmESIZ OV CTHREHER 715 & FIRZ R L 72
LOTHD, KAA RTA YT D Z LIk V| BEERERZ B2 S MBI TV, B
B EAK G AL, FHEMICS —EOFMMASE LN Z ERfF S D, LavL, EIREMOH
B HL O TEEA AR IS KT T2 B9 5 BRR O R ORI ZRIX, A% b a4 25 2
EMTREI, H LWRELE, IRRIENEAIN DR RICBW T, AL K74 v biliE®
FIESNDHRETHD, Fl.KTA R4V OERIZY 2> I, GERBIN B 555,
VT LOARTA RTA 02D 2 L Rl RGN LB EN D, FTo, BEIARO ARG
RS DA AT A KT A v E2SBIZES NI,

KHA RTA 0%, Hx 0BE OB IEIROMEM: % FHli 4 5 k2R~ T H O TIERY,
H B O EEAERE 1T 1T, BRI DISMTIR, Fls, 2 L CAREEEE LR ET L2 L0830 5,

1): FIREARSRIZ, R K VAR AR SRR L CHUE S A B3R CId7e < . BAEHERG L0 (0EES) OFAZRH
(112), fEMREEFA (112), FiTADAAL (113), HLo2F (117), kR mAAl (117). & Ofhod PRt 3
(119) 9 BARIRIE, FralL 7T y—, EEXMZBIEREDOIRERESEZ V),



D7, BEVEOEIRERE~ORENGEO RN L EERBICBNTH, Hx DBEFED
LR ERIET 56D TIER<, ERRICEWTCUIHEURFEZITH) ZENEETH D,

AP E BHY & U7 iEARREBR T, —ARAOIC B OB ERIZ L 0 BRRRBR DS S, 2R
FH. BIAE K OVEIIFEE TR Sivd, Lol ICH (International Council for Harmonisation
of Technical Requirements for Pharmaceuticals for Human Use: [% 3581 HIFRAFIE RS =5%) ES
A FZ A2 (BRMBRO—MRIGEHTOWT K 10 4F 4 F 21 BATEIRFESS 380 &5 JEAEE
L REAEHRE®RE) TEIHNICEENREE LN E SN TWS Z L, ICH E9
HA RTA v (THHRRBRO 72 OFEHAERI (220 T Fak 10 48 11 A 30 HAHEKESR
1047 5 JEAAR R 2 R R A HRRREA) TR X 20ER A S Tnens
EHHIRL, ATA FTA 2 TIIARBRO B LALEM T 2 20 BA#EICT 272012, AR
BRIZ DU TUIIERARK R . PRERADFABR M OREERYRRER & L Tl %,



1. BBV OERRH AR X 2 B ORHL O L2 & HARRS X 5

HE) ORI, EREAE, IRITHERE, FRAERRE. R EEIRERE S BB L o ARV Eh R
Th D, [MFEMIEIT, BB FEGICRE S 2680 (RERIERE, JITRERE. FRINIERE, FErhE
FIRERE) (TR E MITTRREMENH D, Z D7D, i AITK U THERE R B 5 S 2 ek
IIZHOWT, HBNHER A 2 R & HIR LW 2o id, A ORI REIC KT B AT
flid o2 LWMETHD, —HT, NERABEFTOLTHM S DFEANE, HEFRERD
HLHTHEBEOELENEE SN R2WGE X, BEHEOEEREREIC KT T8 2 9 2 24
IR0,

AR EE D H 8 O ERAEL e~ DB 2 EBIR TIEO TRl 2 Z LIZREETH D |
FBITEIC X D b LI L 2R D, o, MREAREE D B B O EERERE I M T TR O
filil ., ARERIEE ICBIE T 5 A EFFS (BIROHEFE) ORBURIUIC LD REEE~DFE L
IG5 DA TIEZRV, D72, LFOREBRE LT, &R0 HAIZIG U725 bl 7e 7
THHZ3E LEFEICIHMI L TS 2 ERFATH 5,

o FERERPRERBR-CE IR BEER B S O B R O FF AR RBR IC BV ik, A BhEE R B
LigRe L LT, WHERkRE, AR, FRANBERE, FEMEENIERE D& 2 I RITT R &7
i L. A FEH T 2 PREGHIRAER . MREEAIRRER . R 53080 CORHE LA M+ %

7O DIEREINET D,

o HRRBROSMKICEO TR, HEEERICEET 54 FEFRO BRI OV TRERH
HIBIR & It 5,

o HERSNERNS HEEOEIRERE~DOREN R SN LA, LEITSUTH
B BE IR A E T 5,

RKATA BT A 2T, REHEEO B B O EEHRE (T TR B ORI G1E & LT, 6
IRFBR, BRIRERER M OV 2RI B W TR T NS FHE M T 5, ATA BT A TmtE
IR DB 1T D H BV O EEREIC KT B Ol 7 ik 2B AT 525, BIAGR O W
Rtz il 255 b BT Shv,

1. FEbG AR ER

KA BT A A, MRS BB OB R I T T B0 A N7 14 Th
D2 EMG, IR ERIEHRKRRERO 5 b, BB R OEESEREIC RIT TR OIS
WTHETANESFHE L CEERRICOWTEHIT 5,

SEHPERBRIC L 0 | BB EGEERICRE T 2 80E (REEEEEE, BOTHERE . FRAMERE. FE1ES)
BERE) & BAMRT D TRENED & D BB EM B OB, NI UV AR—Z — A F o F ¥ =
JVERZHRT T DB O OVERIC O W TR 5, = OB A e shid, Bk o



BRI T DO TIE RS, A7 2 —7 v RSO FIEIZ SOV T HBET 5,

IV. &R R 5%

EERABRIC I © A B ORI RE IS K IX B ORI IE1IE, A B) R B
DHEREIC KT TR B O T 1E, AFEFRIC L L5Hl7ik, £ LT HBIHUERRBRIC K 55
MGTER DD, RETIE, BARRBRIZR T 2l TR R & LT, ABEERICEE 5
PRREIC BT I B ORI T 1k L A EFERIC L 5FHEGEZ ST 5,

1. HEYHERRIC BT 5 BRI XT3 B O Rl 5 15
) BOEA | B D HRRE I KT T R ORIl L, REREERE, REHERE. RAERRE. FEPH
EEERE DR 2 ICKIETHEZEWRECRHMEL S 7T A2 BT 2 2 L ENTH 2,
H B HOE A B 2 AR IS AT RSB ORI 1T, R PR SR 55 0D BRJE R 0D B A AR
WCBWTT) ZENR—RITH D, 7o, IGBREEDOEKHFHE L DR CTBEICRE O T
WD BRAGRBR AR S & . BBV OER I BE D AR (RRerkRE, EREHERE, RAbERE. K
FRIEEIRERE) 9 HRMI AT O REA A BRI T 20BN H 5,
(1) EEHEREIC T T B ORI 1A
TR IC T B ORI 15 & LT, VAS (Visual Analogue Scale), — > 7'V —
ZMRDRE, A8 74— FIRGRE, B vl o 2 W IRQREEOFANREE A2 v 73
BIHFHM FEEH WD Z EN— R TH D, £, HEMEBTEEMRA (Psychomotor
Vigilance Test) % Z W2 EBIHRHE 2 W2 56 6 52,
(2) TR T TR ORI 1A
JEFEHERRIC KT TREBOFMFEE LT, R EEN & 5,
(3) IR T T B ORI 1A
TR RR I T T B L L C, EEROEEE, 2 L CE e~ D
BETET 52 ENEETH D, EEMOWELHEIZ KT TREOFN FEL LT,
el E i (CPT: Continuous Performance Test) 7% 5 (DSST: Digit Symbol
Substitution Test) DR LELFIIMRA N H D, HE K OLIREE | % L CETHRE
WCRIETEEOFAL )7L LT, TMT (Trail Making Test) 48 DO DERFAIRA S &
Do
(4) FEEEERE I MAX T B OFN 7k
TR EEIEER I I TR L LT, ISR ~DOREB LN T2 Z LN E
HCThD, USRI KIETREOTM T EE LT, BROGKRHGTE (CRT: Choice
Reaction Time) 5 DAL LEERIMA DN D 2



W, H B BOERRBR 2 E i3 2 5613, ABEERARICS O CBIEETIRIER AT L —
FRREIC Z 0 | FREIERRE M OB B RE I T B s T2 Z & b AlETH 5 (V4
H B BEEReAER ] DHSM)

2. HEFRZRIZLHFHNTIE

AEFRICL DAL, ERR TOBRITIELZ R 2 72O ICIRBEE ) H B # o0 #E st
REIC T T B O R BRI R I [ 70 & ORERIPIBAR A FE 5 Z L RN HIITH D |
RHRERURR, PRRAIFABR, BEEAVAUR, RIIRGMER, £ L THHHELERBROVWFATYH
76
AEFROFEERDUS L D5, TR OB 2REN | £ L CTHRSEHRBRE 2B
TR L7 H B BRI BE I D FERE (EERFERE. RATEHERE. SBINMEEE. REthEBIEKAE) |
FAFTRBIZ OV TORMRITESNT, HBEERICEER T OAFFREERLINETD
ZENEETHD (V.1 BB HUERIC B D HEEIC M T2 B ORI Tk OTEZM),

S

I

V. FEREER

ARFETIT, BARRERIC ST 2 BB OB LT T REORE T 0% m & LT, i
IRFEPERIR, PRARHURABR, WARERUaBh, R GRER, £ L CH &) fEiEER O UBRG 1
BUTOHERZMPT 5, M, BRRFEHRER, PRRARER, MEEAURER &L ORI G535 O
F722 BEYTod D RGBT 2 G MECL RMEOFHMIC B3 2 RBRGHEIX, AT A NF
A LSOOG A RTA v ENT\W, £i2, BRT — X /8y 75—V ORGSR
BT OFERIC DWW TR, RIS RS OB & O 2 IR 35 2 & nE
F LW,

1. ERARRCEERER
FIRFEHERER CTld, AFEFRORBEILRDLOBETOMIT | TBRIED IR 1E ] 2 JEZ B B
HOEHAC BT D HEARE (RERRERE. RTTHRRE. FRANBERE, FErhEEIRRE) (T8 L &
D @EVERE TR A21T 9 Z & Ty bkt U, DRI ENM 2 3B TORME T 15 2 R
RERAE
(1) BB EEERC B 2 AR I KT B O R
TRBRSE OSBRI P HINE 0 DR CREIZAR DIV TV D ERIRERBRAE S 2 . BEYE
A BT D HERE CRRERFERE, BOTHERE. FRARERE. REHETIRE) © 5 BT 5
BRe & GEAICRIRT D E R B 5, D7 < & BIRBREDOE AT K O 5/ TR T
W, O RSO YE O S O REFIABIMRICOW T R A2 1T 9, B B HERREK
Bra i 28561, BB EERIC BT 2 BRI RIZ T B ORI O —H IR T



ZHBFEIRICB W TITY) ZEbAMMETH S (11V. 1. HEhEIEE | BE3 5 HREIC
ET RO 5] OEBH),
(2)  AEFZRICK D5
IR D IEPRPHIEN ISV T H B FEIRI BT 5 A HEFL 2 E#R LMY
Btk Z a4 %,

2. PRRAGAER, MGEEAJRRER K& OVR B #5575k

PRARARRER . BRERY AR L VR I 53R T3, BB HLER IS E T 2 A EFROFBIR
POV THEBIAIBIMR 2 a3 5,

HE HEIRIC BT DA EFREBEMAIINET D Z ENEETH D, F7o, BRKHR
BRICEB T DRETORIR, BB OEIREEEI B L KT T RENED S 2 613, RE 0%
EHERD T DI AR S AU TRl R EE % 2 W TR 23] K 28I 2175 2 &
NHETH D,

H B8 BOER IS 2 A FEHER ORI FrpedH i o A 55 o BRI RO B £ 2 7F
MTED LIS, WY RBEBHEZREST LI ENEETH S,

MEIR S DA G DI DG AT, B A ~ORR LR OFHE 21T 5

3. HEhHEESR
(1) HAY & B

HEhBEEARR 1T, ERHE IV 2 =X —D W g AV TR § Bh#oiE
R RBIC T T B2 L SOVRRRE CRMET 2 2 E R EB L 22 5,

H B BOE AR AR O FEhE O LML, IR OKHEEAER . T ORSTEICE LR T
WD EEARRBRAREIC KV B D, DF 0 RS NE RS BB HOEEERE~D
WENRREINLGGAIL, BB EEERRA T 20 ERH L2 End D, W, LT
DOLAEX, BEEERRBR O EIILER N ERH D,

o HEVHUENAICBEIE T S8R (REEERE, JETHRE, RAERE, FErEENERE) ~o0
ORI WGA (TV. 1L BRI OESMR)

o BRICHES CHENE S BB HUEERER A H 0 | IREEEOF ME & et RIERE
RNHEL RFE RN EZLNDIEE

o HEEPHICREEE BT D RRESOBFMEIZ R E 22 R WO FEA T3
i S Av7- B B EESEER N B U | BRI 1T 2 BB HEERIC T S A E S
DFEBURPLARLFE LI FEDFERIT IS T, 1REREE & Y 3ZHEH O # T B B) .00 J#H A B RE
WCRIETHBICRERERN N EEZ DN GE

— 07, BEARR & 1372 DX SR B RIE R CHE TR T 2356818, #i/cc A BhEiEes

B OFESENVEN D Z N5, O, HENEGEEER O FHE O L EIEZ DU

TIE, BRIRBAFE D RO BRE CTHIMIN R E MR T2 Z ENEE LUy,



(2)

ARBREHEN RS9 2 BER
O HMREH

R E (65 LA E) &), RIS EEER CIHRBRIEOME AN EE S b B g
% xS R BR A i35 2 L1, BB HEOERERE~ORELZRFT 5720
ICIFEETH D, —H T, BEZHRE LESAIMMEER AR L LA & i
U CRIGEMMBEE L7 b2 En3d 0| BBy EEERER CIEEHh 2 R 7 5
AIREMED B D, Z D72 MR & AT, 1RBRIED BB O EIRERR I KT

IR ERERNRNEEBZ DN DGEIE, BEMRAZ SR ET D2 LITA6E
Th D,

@ Wik - H&E

BB TIT, KERGICEVIMERELC D Z L3 Y | 5N BB H O EiREL
REICHET D 2 &N DD, —F7 T IBBRIEIEENEH O s RV G &1, ]E
BHZAT o TBEOMPREITHER G XV EL< R 203D, KEKREGIZEVE
ORI RRICEET L2 L3 H D, 207w, HENHEEERRERCIL, 59 &
OAEHRGEAT > IR OB 2 a2 0 EN D 5, KAEREGIE, D7 < & bRk
B OTEMEARGE O M PR 2N E HIRBIZIET 2 E TOMM OG- 2170, RS
LEEIEZ O BB D,

SN BRI 5 BARFFIE, FrREEM], 2 L TR EER R 2 Z B L T, &
RICEBWTHE SN D I RIREE EICHY T2 B2 3 AT HER 2 3R0ET 2 BN
Ho,

WEHR K55 D AR D 2 DR R 2 A9 % AN, TRBREE K OV P O i i B2
TuTZ A NEZELT, ATORHR LR ZRHNT 5,

@ xH

TRBCE O BB B OISR I B A L0 SO R R TR 21203, 77 B ARRE
DU BT IR 2 3 LOITIRE 2 RO BETH D,

@ FHmTEE

H B BOERRER O TERHBE A X, DLTFTORICHEE L TRET 2LENDH D,

o BBREOTmT AL LT, HEHERIZEE T D HERE (ERFERE. RATEERE.
FOENBRAE, FETHEBIRRAE) 0 O HEROEEN R I VLB X LI HHKRE & OB
3R SIVICRHIETR 2 EERHTR B ICBE T 2 E N H 5,

o EEFHBEE TH LN ROBKNER ZMETT 57201, RIEEO ) E
DH TR SHATCERRIEIR D & 2 FHEE 2 O TCRET b AT O BERH 5,
EATBREEO T ) A3, BB HEERIC B 5 BAE (REEERAE, RTARAE, FBJnbK
HE. FEAEEIERE) OO BROEENPRKENLZZXONOWEBICHE Lz T ) 4%

RILENEETH S,

AR O RFA LA FEGRITIL, MRREE ICBE T A FHS (HIROCHEFHE)



N | BB HERLICBE T DG REIRRE, EOTEHRAE. SRAERAE, R e Bl AE
D) BRSO ENR L REWVWEEZZ LNL5E1E, HilllETRREDO VT
UAIZE Y FERHMIEE & L CETH OO (SDLP: Standard Deviation of
Lateral Position) Z % L., HENEOELEKAE~DOREZFMT D Z LN —KHTH
%o SDLP DRFRANCERD & 2 FEMEMIL, @5, HEEHELDO Y X7 LA RS
NTWAHIMP T L a— VREZEEIC L TRESND,

RIIR B 72 AT TR H Tl TRBREDS B Bl BEis | B3 2 M (T MERknE . L RERE
FRAEERE, FEMEEIEER) IR TR T A Z A TH D (TIV.]. BHE)E
HEHAIZ B 2 B AR M IT R ORI 75 OES M),

VI. e DS R DG

FUE AR B T A SCRIE S 2 3 L AR ORE R IT, R O RS & [RIFE R 2h o = 38
fn D BB OTEIREREIC KT TR D ER K RIRE T L O EOER LTI T L 0ICH
IR E T2 DAREMED D D, LT3 - T, il U 72 HERRAR AR K OV IR BBk oD pliise & 21
RO FF BN DEFAHFEORIR 2O T, B H BB O EIR AR T T 8 2 e
THIELHEETHD (V.3 AEEEEER) OHESH),

ARTA RTA %, EISCHFERIFEIEN B ARENRIT IR MM O OZFEIC L 0 | TEEH M,
25 H B HLERAECRE I G- 2 2 BB ORI FIE DB ) (TR D HFFEEEIC IV T AR EITEA
H KGRI 2 T A BT A UatE B & LRREOBMM R OMER S ThN Tz, FR
O HRTHNDHFEONTE R E A TGN MEIEZMA, BEHRNEL LT,

10



KITA K74 THIH LERHBRIZET % ICH 71 K7 A > (International Council for
Harmonisation of Technical Requirements for Pharmaceuticals for Human Use: [ 3£ & KL il 58 Fi

)
ES:  HRHRBBRO —HEEHC VT CFAR 10 4 4 1 21 A AHEESETES 380 55 IS/ E 32

E9:

2R A B R )

MEEPRERBR D 72 6> DR EFHIFE R 12 oW T (CERE 10 4E 11 7 30 B AFESRERS 1047 =
JEAR R IR 2 R RS BERR R m )

11



