%% 2026 4F 10 AET (45 6 i)
%2026 46 AZET (45 /)

AR SR B
VATFY LT HIVADNBIBH TR

Bk e
BRI : 34

JBISE, EEAIEURE, ALy S S )

E/ ‘.yt(@:b Jel20mg

H AR R i o9
871179
20mg 30mg
KBS |23100AMX00296000|23100 AMX 00297000
WiFE B ik 2019412 / 2019412

E/ ‘.>t®b JeI 30mg

VVyvanse’ Capsules

) R -EAFOLTRIIE DT &

-I A

=

1.1 AED‘SE. EERME/ZEN4EEE (ADHD) DZEL. A
BICBBEL, DOEMKELSUERAOYRIZFCDODNVTD
THICEETES, EECRATAICEFINEEMOWSE
BRERVERFOVNSEFCENT, BEREBHICHLTOD
HTD L, el TNOERICEVTIE. AFRICHEZE
il - EEMEEE - EENBHRIN TSI LEHRALAELTH
BlETd> L.

1.2 REIDEEICHZ>TIE. BEXIIKEBICHL T, FFOD
B, e RUBMLUANANDERPHANDEEEL
WS EEXEBICK>THAL, XETREZMBTSI &,

2. B2 (ROBHICIFZS LN E)

2.1 REN OB IZEMBRILT I Ry 72830,
AFNTz=F—k, JNVTFELFY Y, TRLFY Y, K
N3 V) ASx LB OBEHIE O B 5 BH

2 BELRONEREDD 2 8H [IE L0 E LA S8,
FEIRZ BAL X2 BZNADH 5] (8.5 8]

3 HURIRBERE LD B 2 B [(EERMRICHE L LITT L
B 5o]

LA GBIEOAREE, Bk, BEEO D L B [ AR RO S e
WX DIEREFALSRE LD D]

L5 SEFIVET v 2 DB b HH, Tourette SEMERE 3 Z D REAE -
RKEDO D 2 B DEREEACUIF RS L2 0D 5]

6 BYELHOBAIE O H 2 B RENELHIC X 0 HE i
TR OBk % 2 R O BREATEY & 0F ) R iikfr 2 A L 2 B2
nN2»5s.]

T PAZERARENRED 5 5 B IR E LA SE5 B2 5.]
2.8 WHMIE IS H Y 7Y F—<Ddh b EE [EZE L
ASELBENDED 5]

L9 B/ 7 I VIEEEE (MAO) FHSEH] (L XY IR,
FHFY U AVIVEE, Y74 F I FXVIVEE) =5
PGk 2 BB DN O B (BIE2 ) —EBIlES B
ENDD 5] [10.1 1]
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3. #ARK - MK
3.1 ARk
W5e44 NV 7 Er 20mg ey h TV 30mg
157 157X
B | VAFFF Y72 IVAY | YAFFHF Y T2 I VA Y
VIR 20mg VYR 30mg
it rvo—2, zaxh v fHEhtrva—2, zaxh v
AU—AF M) T L, ATT | AU—AF M) TAh, ATT
. VYRR T AT T A DI g g A N
i sy O

HTENVREFR D T F U
BALF & >\ =Rk

VAR I N NG L A AN
fefbs % >, w55, K
3%

(1)

3.2 "WHIOMIK
Woe44 Nt 7k 20mg e h TV 30mg
F oy TROET A MREL | F vy T0EE, K74 200
VESE - 2 O OREWN SRS T2 VHT | BOREW LA T 2 VHT
TldH. MEMEEB~RBE | S, AEWEEG~REE
DMEKTH %, DHEKTH %,
RES 35h TN 350 TN
B #0.17¢g % 0.24g
kg —F $489 20mg S489 30mg
4. ThEE - TR

MNREAICHT B EBRMG/ ZEEFEE  (AD/HD)

*5. ZHEE - IRICEHET 5 FE

5.1 RH D 6 AR M O 18 ik LD BE BT B AR %4
PRIZHESL LT v, [9.7, 17.1.1, 17.1.2 3]

5.2 RHNC X % IWiHEH % 18 A M TG L7z B HITBWT, 18
R DR D MkE L CARKI 2 53 A A0, IR EoF R LG
Btk 8 L CIEICHRS 35 L &I, EMMICAR oA
BRI L. A RERD S wacid, 5k
EEBL, BREEL LAV L,

5.3 AD/HD O Wi, KEWSHE 2 OB EOBW - Hat~
Za2 7V (DSM*) SRRy THE L 7235 Wi ki |2 Jo X i
WCEML, R THEICORELGTH L,

% : Diagnostic and Statistical Manual of Mental Disorders

6. A& - A=

W, ANBICIEYAFEF 728 I XAV VEEE LT 30mg
#1H 1RO %S 35, ERICEY. 1TH70mg 22 2w
HPH T E BT 5 A% WEIE 1AM EoMEZH T AN
wE LT 20mg 2B RWHIPITIT) 2 &,

7. Bix - BEICHET 5 FE

7.1 AA O G RIILER/NNRE 22 L9, BETLICHEEICHE
Lahoflifitsz L,

7.2 EEOERIERED D 2 BHE (GFR30mL/min/1.73m?2 i)
ik, THAEE L TH0mg 22 TS LaenwZ e, F/ &
Hi 1% GFRI5mL/min/1.73m?2 Kiifi o % Tid, WICHE
OG- 2 ERE L, WRICEL CIBEEORELZ BT 5 2
Lo [9.2.1, 13.2, 16.6.1 ]

7.3 RikHDH S bNEBENHH 50, ERMNELEZEL, T
BORMEHETF S Z &,

8. EERREFMER

8.1 A% £ 59 B RAIDSUIRFHEH A 1, Be5-AIZ A S O
BRI ZNAD 2@ER 2H I LT AHoipHiE EofES
. MRENEE ELERKOY XA 7120V, TRl E RS
B bz, HYRMATNECOWTHRET S L,



ENYEATEIL )

8.2 AHZ EMMHZET 554101, M4 0BEH I L CEMNIC
SR % %8 L CE YO M 2 5635 2 &

8.3 FHICHEEmEORER GHfiRE, H8) 25 s hTwi,
HEBED D SN AT, IRRHREZEBL, LG
TG 2 ddi+5 2 &,

8.4 HF W, IRA., HHEBESINEZLZE2HL0T, KHlkS
r o BB IS H B O YRR S G & 1 ) B OB I3 S ¢
BWEIEETHI L,

8.5 A K| o 5 A4 IR 3 BRI B W T 0~ 16.7% 2 ML E I F
(20mmHg P F). 7.4~26.5% (AR EEEI (20bpm BLE) A%
B S5NIze RANTUME NG DI HEEZ 5252 L BHDHD
Ty ARHNBEG-BAART KOS E DT o MISERT 5 2 &,
(2.2, 9.1.1 /]

8.5. 1 L RICK T 2 B2 BT 5720, KA G- BMEH KO
Pe G-I i, s BRI O IRIEED ROMEZWET 5 2 &,

8.5.2 KAl x LIMEREDH 2 MF TG T 2B, B T
LT BEMICHRT 22 L, EEICHSONEZRET L2 L,

8.5.3 BHEOLEBICH T 2IHIE, RIERLER 2 L BT 5
RIFEED, S, DBICEE TR 2VARESRDONE, XLidZ
DBZNHD 5 BHEIH L TRAOR G 2 2561003, #%
HBGERN OB RS L ) LM ROREL IS5 2 &,
F 7o, ARAREG IS ME R, R H O QM. oo
BERBT 2ERZ R L2, 150 R OIRE 2 5#-0
L. AR OGS 2 p1kd 5 7% L) 2 0LE 2479 2 &,

8.6 RUMRIER:E O BE T ) DIRED SIRAIRE / BuREIC BT
LBENDGHDLIEND, I DOEROD B BHITH L TRHIOFK
HaWETAHE10F, BEORMREEE, B, AUEMEREE
T O DIF O FBEIE S 2 & BUBE R 55 O W REVE D370 VW AR %
Z &, [9.1.23]

8.7 W RO ARK Z M L T 7 MR Pk B o BEAE A W BB C
BT, L5, BEHEOERPHE SN TWE, TS DOREIRDS
H O LN AEIARF OS2 HIET 52 &,

8.8 W H D ARAN % M L T 72 K5 i P 188 5 R0 s D BEAE 25 20
BECBOT, BREIRE SR TV L, SRODEREDH S D
NZ2HE AR L OO 2 £ B L. LEIE L CRE
XidHe G2l 5 % L R E 24T 2 k.

8.9 HEEZERHBITADHLLNLI ENDHHDT, HHOIRE
PUEEECOBST L, 720 BEROEES LIZ D
B e FIH Ly SIS OER - fTAD D b YA1Cd,
R EIERERIC AT 2 KO RET B L,

8.10 BUERME, X AD/HD IZBW T LIZLIZEE I h L5 &
F OG- HIZ D RN, SO RBRLBALSME SN T VD, %
Horid, BUBATEY. MEOREBUUIEIZ O W TBIET 5 2 &,

8. 11 KHIOPE5AT X Y AREBGMOIPH], BHRBEDHE S hTw
Bo AR OFGHIZEIROBEIEZE L, FERKEORINH
bLhwe &k, H5oRE*EETLZ L,

812 BHOHMMIMCRMEH LA wZ & F72. EHHMWIME
AZEPIET 2720, 1RGO AKERMRIZEED D L,
[11.1.4, 14.2.2 B3]

9. BENDERZEITHEEICHT I EE

9.1 AHHE - BIEFEEDH S EE

9.1.1 BIEXIFERDOH 5 EE
ME AL B D EA X VEREENMIEL2BZNM0DH %,
[8.5 &)

9.1.2 BHREE BHREEEES. REBEUEE) ObsESE
TEpREdE, MEREEIEHRIEY — FORERPEALT B0
Vb, (8.6 BH]

9.1.3 EERME, MEREXIZOREEDHDEE
KRR T S, BIEZFRTLE2BENDDH 5,

@)

9.1. 4 IMMEREE (RHENIRE. MEX.
DHHEE
JERZ BAL LIRS BENNDH 5,
9.2 BREREEESE
9.2.1 BEDCBHRIEREDH ZEEX(TBINES
KANDTHHAERTHDd-T7T v 7% I OMPEENEAT LS
ENDBH 5B, [7.2, 13.2, 16.6.1 BIE]
9.5 1Ti%
BRI SUEIEIR LT ARt 0 & 2 I IE. G o7 istEss
falite % a2 S {R SN LEICOREETH T &, MERX
FHAEBRRINC, AR OEEARTHLET v 725 I VORI E
MY ARG LT o I BT, BRI REE, Ok
E L IFHBER R OSSO B oMBATEI WL L. BE
FRIE A AFHREN D BED RO LN TV 5,
9.6 R7LIF
BALRVWIEDEFE L, b MREFRFABAITT 5 2 &2 &
nTwb,
9.7 /NE
R AERE N, B e, LR 6 RO 2 G & L7z
REBRIZER L Twev, [6.10 17.1.1. 17.1.2 B3]

BZR %) R(3Z DB

10. HHEEHA
10.1 HAZZE BtRALAEWNZ &)
HH 2 FPRHEIR - #5187 s BT - fabri T

® 7 3 ¥ AL B EMAO HEMEZES TS 5| fikEsNE ) T I
(MAO) BHEAI BHG Ik % 2 BB LN ORENRE S &E
LX) CIERIE BFIZIAMEHG L ZA5N5,

(z7¢—) Z Lo MIEZ ) =¥k S
SHFEY AV | ABEhD b, T2 BT
(7YLoh) WCELBENDD Do

F7 1453 F X DOVEE

(=27 749%)

(2.9 2]
10.2 HAER (BRICEET S L)

AN B RAEIR - 51 53 B - fabRE T

o pH % 7V 71 VAL AR OVER 3505 5 S| AR OWEEETH B d- 7

ERCE 3 D5, Y7 x5 3 OFHRED
RIEARFEF BT S, R DER S %,
255

o pH ZBRYALT 2 | AR OV ARG S 5 S| AR OWEEAETH D d- 7

FeH Ed D, ¥7 283 v OBHRE M
TAINY VS HE S, AT o
o b= UEHEE FhCtw b= VERER AROLT b= I A

BRI LO b= V(PRI DENDH D,
FHIR D A A BH & A
(SSRD), tuw b=
Y JNVT KL
DALY I QTN i)
#=# (SNRD., =B

BB B OV R 2
SOt b= R RELC
BUINEE A= ) L FiikR ]
WY LEEZLND,

Fdi D OIS
AFNT 2 =F— MAFANT =7 — NERMIMEH OB 5.
R WA hoBEICIEA

R OGS %2 HET B 2 EH
23 Lo KAOIEMD
Wi 5B XN H 5,

A TNy (1B]) | KFIDRGERITBIT B A
F 708y (1B]) ok
FIKT O & 7 2l g
TE3d %o Wifg % Gl §
LEICHETZ L,

KA DWEEERTH B d- T
VT IVUNAF TR
vo(B) o FNRIVET
VAR =T —=~\OfEE K
T e AR T
LBENDDH 5,

1. 8MEHA
ROEWERN S HbNLZEDNHEHDT, BIEE 51TV, B
AERD BN G 2P 574 S A LB AT &,



ek

1.1 EXAENER
M1 2avd, 7F745F2— BEAH)
Yav i, 7TF74 9% — (BHEEH. WRKE 25 ES)
VBHOLONLIEND 5D,
11.1.2 EEIEIRAERERE (Stevens—Johnson SEIREE) (W)
11.1.3 LERAE (HUEARH)
1.1, 4 &7 HEARD)
AED I L ) BHEIEEE L2 2 e H LD T, BlEE
Toicqrve. HE R OERPIICEZEL, EEICRSG T2 L,
[8.12 ]
1.2 20OfOEIER

5% DL [1~5% | 1% il FEAD]
) %5 AEoE. SRE.
¥ AR BV
e R glgiﬁ‘ LA —Bl%
R (45.3%). 9|5 W 1. | ik, | B9, U € F— Bk,
i, BT For WY RE| D OW RHES
G R SaE, WELD.
e, oL B . A
HEAIHEER ForkREE, H. 4
B BORME. %B A
xon s, WD
ol HEHE, U2 %
AUT. WAL
FRHOR (79, 1%) - [FRe. 1P| A e
WALE O W TR | B e
Wk
KERD (25.6%) W IE B W, FoAq
74, WL
REERVEIT 2. % T4,
ot s O < OF <R
e WERRA B
i, B

13. BERS
13.1 fER

AYERER G OEIRZ, EHEEOR S, R KHOTHE, T
We, SBEL. BOREPE, KJEL S= v ZAREE, B AR R
HTHbD, U P VIEBEHOBHLBE SN TV L, @WK
55 T OB 9 DI R AR IS A U %o DM RN DR L
L CAENR, SIED 5 WIMKIE. BERERSEND Sbh b,
F 720 BIERE UCEG, W, FH. B SE2xdH S bbb,
PO AR AR S RN, R, B R OEEYRD Hbh b,
13.2 ALiE

HIROBIE, ARSI D) Filiid 2 2 L 2 EET
b0 BB, AFROAKOEHEETH L d-T > 725 I VIdE
MrchEshzv, (7.2, 9.2.1 5]

14, BRALEOEE

14.1 FRIFARBZOEE

PTP @0 HHY M L7 M B IREClE, WaRIc X Y SIS
BERITT ZEDRBOONZ/20, HALBEnwT &,

14.2 BHIZMEOIE

14.2.1 PTP W OFEAII PTP =+ 2206 WM Y ML CTIRHT 5 &
IIREFTH T L, PTP ¥ — bOBRIKICE D B SMAERE
BRI A U, B3 2290 % B 2 L CHERREIR 95 0 5 2 A OFiE
2T HIEDND B,

14.2.2 KA OGN H 725 TiE. KA O HBYLUNNOEH B %\
FMANOENEE LawE )T 52 &, [8.12 2]

14. 2.3 RHEIDAEE 7o 7255120F, BRI/ ~RE5
5% EOWBIZOWTHEYICIEET S 2 L,

3

ENtEhTEIL (3)

15. ZDMhDEE
15. 2 FEERPRALER (CE D < 1BIR

KA DD AR BFITEM L T v, EEATHLd-7 ¥
TxHIVDOIIALDLT v FOPAFERBRTIZA AR AR
B3 5T RIER SN0 o725 TS DDA FVE BRI R g
FBRRMCTEBSINTBY, +H2LREBIR STV R,

16. EYIBNRE

16.1 MFEE

16.1.1 f2ERABA

fERERL N 11 B ARH) 20mg . 50mg K OF 70mg % Wi TZn
1 H 122k 5 HE. 5F15 HERERORS- Lz & &,
HZHRESRICBI 2G5 HHOMER ) AFEFH 725 I V]
Vd-7v 7% I VigERBZIK16-1 12, EWHE T 2 —5
2#K16-1 1SR To d-T7 v 7 =% 3 V355 3~5 il ¢ Cmax
1IZE L, Cmax KOTAUC IFHEICHAILT¥ML7z. £72. KX
PGB 5 H UL ERIRIBISE L2 D,

(ng/mL) e <~
100 - UZFFHoT7253I>
(@:20mg. M:50mg, A:70mg)
80 d—7>7153‘/

(&:20mg, O:50mg.  A:70mg)

%60
%40
B
20 3
0 &
0 1 8 12 16 20 24 (hr)
IREfH]

B 16-1 fEHEBRAICBIT L) AFFH 725 IV RO
d- 77 =% 3 VISR
(SRS - %3 5mEIc B 4855 0 H)
F16-1 ERANCBILIVATFTIH Y728 IV Rd-T ¥
Ty I VYRS X — 5 (Y fP SR
BT 5%5-5HH)

. 58| Fl | Cmax™! AUCo-+*! | Tmax*?
¥ 7 (mg) | & (ng/mL) (ng * hr/mL) (hr)
1
20 i 882+244 10.50 £ 2.69 (1-15)
- .
JATIF LT = g 3358+1019 | 4132+1052 !
¥ I (1-2)
15
70 10 | 47.27+1994 65.89 +23.09 (1-3)
20 25.80+5.29 335.84 +89.73 3
(1.5-5)
11 1
d-7v7xzF IV 50 66.12+13.24 | 88948 +191.83 (3-5)
70 10 | 92071651 | 1280.56 = 290.06 (3?8)

M1 SN TN = R

21 Ll (/M- 1K)
16.1.2 NREE

HARA K OAEN/NE AD/HD B (194 61) » 5455 h /- e
Wd-7v 725 IViEET—% (1365 KA ¥ M) ZHWCTRER
HWMBRIGNT 2T o 720 CTORE. APTOLH 7V 7T v A
LT R OREA, BT OSBRI L TR SR
MBI ERTHo 7z Fow HAANREEE 606 (6~12
) ROHVERE 196 13~17 %) ([CAH 30mg. 50mg K U°
70mg % 1 H 1 [HEL#%YS Lz & &, BHEF S BRI O &5 1
FEDEHE LB PFENNT A — 2 13E162DEBYTHD 2,



ENYEATEIL 4)

#1622 MNRICBIEd-T> 724 I VHEERDEE ST A —

&% GEHRE)

WB#E (6~12 /%) FA4E (13~17 i)
BHRE | Bl Cmax AUCo-« 5l Cmax AUCo-«

¥ | (ng/mL) | (ng-hr/ml) | ¥ | (ng/mLl) | (ng - hr/mL)

some | 16 66.7 1028 . 477 7501
€ (50.4-99.6) | (821.8-1487) (33.0-544) | (518.3-883.9)

119 1885 773 1310
Ome |18 | g 147 | (362-2278) | ° | 595-896) | (961.0-1500)

168 2669 118 1953
omg 126 | 0rs 9500 | (1599-3711) | 0 | (102-129) | (1563-2144)

Ll (B ME-IRKAE) . RESEISEBIREfEAT V7 NONMEM ®12

IO HEYBRENT A — 5 & TR A DT VA

16.2 BRUR

16.2.1 IRIRICEAE T B S RAR—4 —

YAFFH 27 28 3 VIZHLED» S ERL LN S L, 2ol
PUiZ, XTPFF S Y AR—%—TdH 5 PEPTI HHE5T 52
LATRIBENTWS Y (n vitro) s

16.2.2 REDHE
TERER A 18 BILS, AH 7T0mg % Z2JH I XZ W& t: (EIRDi£)
WCHERERS- LE. d- 7> 724 3 O Tmax 138 1
M2 AE L 7245, Cmax LN AUC IZEIZBED SN h oz (B
EAT—%),

16.3 9

16.3.1 EREAE
d-T7 V7% 30O MUERARKARIEN 16% TH 5 Y,

16. 4 {35t

16.4.1 VAFFH 7% 3 iE, Fmp ik <cd s d- 7
YT I VMRS REND O d-T T 27 I VIEFICH
73 ISR THERBLREEMRICAH S, T2, —FB4 1
KEBALRUETHIH SN D S LAWMGERTnD, 2B, 46K
FRAL BB 1E CYP2D6 5B 5-§ 5 S L S STt s 7,

16.4.2 fEHERR A 6 B UC THER LAV ATFHS 728 I U X
TOVERME T0mg & WS- L8 & - T v 7 25 30,
BIRBLOCZEEFR (FhZz2h&5 50 41.5%, 24.8% KO
2.2%) DIRACHm E LTI Nz BHEAT—%),

16.5 HEitt

16.5. 1 fHE A 12 FIICAH] 20mg B4 BEREA% G Lz &0
AFFY 728 IVREd-T Y724 3D Tz OEMFY
fili GE#fR) &, Zh2ZR0.44 KR (0.01) M08 9.65 Kl
(1.48) TH-o721,

16.5.2 fEHE A 6 IS UC THER L 72V A FFH 724 I U2
VOVERIE T0mg & HLRRR I G- Lz & &, #5120 RE £ T
B 5 BRE D 96.4% 23R HICHRIE S A, AL 0.3% &
WCholze T, 55 A8 R F TITHEGHGTHED 2.2% A%V
AFFHF Y72 IVELT A15% D d-T 72530kl
T 24.8% 2B IRIEE LTRSS 728 (BEAT— %),

16.6 WEDERERIT HEE

16.6. 1 BifsEEEEE
BRI W B OB BB R 5 % A7 3 2 el 24 B, IMLEAT & %
TR 8 B K OB IE R % 8 B AH] 30mg % HLBIAR T4
HL7zE&0d-7v 7283 VYT S A —F %K 16-31C
R ERBEOM T I, IMEER A S D LASELE L, AUC
DHRT LI LIIRENT, T2y VAFFH Y7283 VR
d-7 V727 IVIEBEBNTIEEAELREIN o729 UHHE
ANF—=%)o [7.2. 9.2.1 3]

F#16-3 EHEBEIE R E L OB IR E S 12 BT 5 30mg HilalkE

BEBOMAET -7 > 7 2 ¥ 3 VY BHE XS X — ¥

BT B | Cmax*! | AUCo-nt*! |Tmax*?| Ti2%1
$3 ¥ | (ng/mL) | (ng - hr/mL) | (hr) (@)
BRI R 8 | 322+53 | 5979+445 (gi) 121495

4)

P ) | Cmax™®! | AUCo-in?*! | Tmax*Z| Ti/2*!
< $ | (mg/mL) | (g - hr/mL) | () (hr)
a

= L eo Sjéi <o | 8 |331=1L1 | 63771238 (2% o | 1282
i | 60=
AN n . 4 N
& | 30=ecrrago | B | 27549 | 102721829 | o | 168252
54 k=
" 5 Se’gi <ap| 8 | 28459 | 8569=1615 (2% 6 | 19819
“ 4

MGERT* | 8 | 201£33 | 1126324379 | 3822165

eGFR : HfESRERIA 2 & (mL/min/1.73m?)
1t BT £ R (R

%2 g (GR/ME-R K AH)

%3 ENTR

16.7 EWHEEER
16.7.1 7> 77 ERIELE DOHA

fEHERE N 41 BIZ, AHIS0mg & 77 v 7 7 ¥ v R R
dmg QW GBI WM TN AR E ER L /2L 2 A, K
KIBFEAET T 7 v 7 7Y > Cmax 138 19% L7245, AUC
IZ 3 B BIID O N ol, T T Y7 7 ¥ VI
BGEPERPE G L DV AT XY v 728 IV RYd-T V724
IV OEYBREAOEBIIRD SN 57210 FEAF—%),
16.7.2 X577+ GBS L OHA

TERER N 76 B112, AFH] 70mg & CYP2D6 £ETHHNY S 7 7
¥ ¥ VYRR A 7 v 225mg Ol AP 5 S BV b #
WHIEAENRBRZER L 72 2 A, RRGEET TR I 77 F Y
Y@ Cmax 138 10%. AUC IR 13% WM L7z T/ RV
TR VOERRBMCTH L O- FAAF UV T T 7 F TV
@ Cmax 138 9%, AUC IR 17% WA Lize RV T T7F TV
WG S 7 e VIR G LAV AFES v 723V R
Wd-7 77283V OEYBEANOZEIRD SNk oiz

HHEANT—%),

i) AH KB, @H 1 H 30mg. FERICE Y 1 H 70mg
TR 7 WP TSR T D b0

17. ERERAIE
17.1 BHMERORLMICET R
17.1.1 BARE I/ 4R (CEFHRAR)

/MR AD/HD 3% (6 Dl b 18 i) & b G2 gEfti L7245 2/3 #
CEEMRIPATE M LR BT, FEFFIEN TH 5 m-ITT
BN BT B85 4 80 ADHD-RS-IV ARt A3 7 OXR—2 5 4
UHHOBEALRIIRIT-1 OB THY, RAKRE T T REL
DRNHERHE R A A RO SN2 12, [5.1, 9.7 B3]
#17-1 ADHD-RS-IV &EFA 2T ON—Z 54 ¥ 95D LE

N=ZFA4 v | &5 4HH%E | X=RF | TT7HKLDILEH
ot 1 vme
B o |z | Miﬁ*lgﬁépwmiiiﬁlpﬁw
AR IEEE
30mg | 19 i?754 18 i9977i ;1(25;2 [—19;31()3 :6—17.42] <0000t
Smg | 18 213096;1 17 féi)z ;Hzgég [—21?6155 :3—?3.00] <0.0001
70mg. | 20 i771850 17 iz (:;Is —ilgg [—19;)183:?97.40] <0.0001

1 Tl = R R 2

2 T IH + RRE R

%3 PG, BRI N R O 5 & GEAME M O SS A & FE R, N —
A F A4 »® ADHD-RS-IV &5 A 27 (40 pKim/40 BLL L) ROY
AEHE (6 AL 10 oA /10 DL E 13 iRl /13 e DL 1 18 7 Adiii)
%28 R & L7z MMRM  (GR72 55 B 3555 B & wunstructured) 12
X % fidT

¥4 7T R AR KRR L OX BRI BT BMED L EHIZ, A
# 70mg #E & 77 L KM L OFF IR, L OARHF 50mg B & 75 R
BEE OXFILER % 55 1 IR, ARAI 30mg B & 75 & R & O3 LK
% 85 2 ME & L 72 Serial Gatekeeping ¥ (55 1 3R BT 5 2



D OBEMIE % Z N2 NI MAT EAHE 005 TV, JHCHETH -
FHRE IR A 2 BRI BT 2 B LL I % AN AT K e 0.05 T
#9) 12 & b

BIEM . AH 30mg #E T 13/19 ) (68.4%). A #l 50mg B
T18/18 61 (100.0%). AHI 70mg $£5-% T 13/20 B (65.0%)
RO SNz, EREMERIZ. AH 30mg # Tld A RKE 8 #
(42.1%)+ AHI 50mg BE LI ARKIE 14 B (77.8%). ¥ 6 61
(33.3%) M OWIHAASHRIE 5 B (27.8%). A#l 70mg #E Tl AR
PR 1160 (55.0%) K OWIIIASIRGE 5 1 (25.0%) ToH -7z,

17.1.2 ERE BB (REHEEHR)

/NBAD/HD B (67D L 18 Rl Z xR IcEm L2243
MR GRS BT, RO E TH 5 ADHD-RS-
IVAFZ 37 O (m-ITTHR) BEIT20EB) TH-
7218, [5.1, 9.7 1]

#17-2 ADHD-RS-IV 43t % a2 7 OifR

- ke B
R 77 R/ ARKIER | ARFH)/ARH) G2

Bl AEtAa7 (B ARtRa7 |Bi% GEAaT7

04 19 | 34841076 | 50 | 29.78+1088 | 63 | 31.35+8.04

19 | 2979+832 | 50 | 2310%10.57 | 63 | 20.37+10.05

19 | 26.63+941 50 | 1886+10.09 | 62 | 18.10+9.94

17 | 2376+1021 | 48 | 1592+1012 | 61 | 12.67+9.06

1
2
3 18 | 2522+10.14 | 50 | 16.78+10.38 | 61 | 15.11+10.36
5
9

16 | 2338+954 | 49 | 1496+991 | 58 | 1293%9.28

13 16 | 2213+896 | 47 | 1528+1006 | 58 | 11.72+911

17 15 | 2067+880 | 46 | 1515+1040 | 57 | 10.82+841

29 15 | 1880=1001 | 43 | 1377+997 | 55 | 1040*9.17

41 15 | 1647+816 | 40 | 1475+989 | 51 | 867+800

53 13 | 1523+772 | 40 | 1480+10.78 | 51 | 849+737

HRRHIGI | 19 | 1863+931 | 50 | 15.00+10.13 | 63 | 1040+8.66
I = (A

¥1:BATT B CHEERRBT T I AR ECEH ) A S, RIS R
TIIAH 285 SN[

X2 AT B HE WA TAA] 30mg . 50mg #E 1% 70mg BEIZE D
TS, RHGRERCol & e & AA 2 55 S 41

%3 RIIBG AT B B S AK 2 5 G- S 7z 4B

x4 RIBG BB AR R

BIVERNE AR T 116/132 61 (87.9%) IC#BD b7z, £ b DI,

BRI 97 #1 (73.5%) . IIAIRAE 50 B (37.9%) Td o720

18. EEIHFIE
18.1 fERER

VAFFH 72423705y 7 ThHY., EUHHERTH S
d-7 72730k VT RLFY U E T VAR=—F =R
BRIV T VAR =TT HHEMEH NS 7 by —
AL VT FLFY YRR Y OlER,. /773
IRALIE S A K3 2 BB 278 L, A Bian B 8 & OB 4e1ki
BUDHBEA 2 V7 FLF) YRR ViBERMINESE 5
ZEWZXY) VT FVEHE LT AR AVURIE ST B AN,
AD/HD OEFR R BT 2 76/ 2 VR I TH 5 19,
18.2 FEEER

ATy MY RAFFH 724 3 V2FIHREST5 &, HEpik
THOWY D bN7ze AD/HD EFIVEIWTH % HIRISRE S
M Z v b KU 6-hydroxydopamine (2 & D RSO K783 > ilikk
REMNEET Yy MCd-T > 7243 a2 BERNES T 5L,
% B OEHEIVE O W E DD Stz < A K U HRSSE L
JES Y MERHED d-7 v 7 2% 3 ¥ ZBEENES- 5 & i
FHEB OB RS bz W,

19. BT ICEAT HEALZMMA
— MR BFR VAT RF T 28 I A YOV
(Lisdexamfetamine Mesilate) (JAN)
b4 : (29)-2,6-Diamino-V-[(2S)-1-phenylpropan-2-yl]
hexanamide dimethanesulfonate
53 F3 © CisH2sN30 - 2CH403S

(5)

ENtEATEIL (5)

753 1 455.59
IR - B~ A oB K3 TH 5.

ez S
H NH,
: \W/(\//\\//\NHZ {Hﬁ;ﬂO#{z
H “ch, o

Al 0 192~198TC
SEAREL 1 -1.76 [1-F42 ¥ /7 —v /K]

20. BIRWLWLEDEE
T I ¥ o —aABEEHE R, BRI OBl TRAET A 2 &,

*21, EFREMH

211 REEM Y A 7 EHEW & g o by lUNCET S 2 Lo

21.2 AF DS, WEXM L EERE (AD/HD) OB, H#IC
FEl L7 RAC L - CHEY) 2 BHICH L TR SN, L LD
W EMRE R ELAROY A7 HEIZOoOWTTHICERTE S
PIEBE N ORI BWTOAR D b b & 5. BiEEEICH
oo CTLELRTEEEZMRLEDZ L,

22. @

(ENX>tEh 7L 20mg)

30 #7+kN [10 # 7k (PTP) X 3]
(EN>EHh T )L 30me)

30 # 7N [10 # 7 (PTP) X 3]

23. EEXH#K
CCHkAE R )
1) AENER AR A DS T RERER (2019/3/26 7Kl WG
BHEEE2.7.6.2.1) (201900065)
2) LR /MR AD/HD BB B 5 B S B REARAT
(2019/3/26 A7, WEEERHYEE 2.7.2.3) (201900066)
3) ALPVERL : JERRIR S B RE S - WL (2019/3/26 ZKFE. HIGH
BREE 2.6.4.3) (201900064)
4) FNEEL: R OBRRE (2019/3/26 7KL, HIGEEORMEEE
2.7.6.1.1) (201900068]
5) Baggot,].D.et al.:Biochem.Pharmacol.1972;21:1813-1816
(201900069)
6) FEPVERL : JERRIR S B RE S - A (2019/3/26 ZKFE. HIGH
BREE 2.6.4.5) (201900063)
7) Golub,M.et al.:Birth Defects Res.B Dev.Reprod.
Toxicol.2005;74:471-584 (201900070]
8) FNEEL: v AT ¥ A B (2019/3/26 KGR, GG RHE S
2.7.6.2.2) [201900071)
9) FEPVERL: B bRnekE R (2019/3/26 ARG, HIEEERES
2.7.6.4.1) (201900067)
10) FLNEHRL: SEMAM AR - 77 7 7 ¥ iR -
(2019/3/26 7K. HIREEEHEE 2.7.6.5.2) (201900072)
11) #EPEEL: A BRI R - XV T 7 7 ¥ 2 VIR -
(2019/3/26 K%, WEEEFBES 2.7.6.5.3) (201900073)
12) #NEEL N AD/HD BE O 2/3 # — H 5 kR
(2019/3/26 K7, WREEFMER 2.7.6.6.1) (201900074)
13) #hHNEEL /N AD/HD B 0% 3 MRS U5
(2019/3/26 7Ki%, HEEEEHES 2.7.6.6.13) (201900075)
14) FLPVEEL: 000 % A0 % 3Bk (2019/3/26 7KGE. RS R
%2.6.2.2) (201900076)

24, NMERERERVEIVWEDHEE

WIS TERR A T MRS

T 103-8668 A ni#RP X HAMGAN =T H 1% 175
7 1) — & 4 ¥l 0120-566-587

ZATEER] 9:00~17:30 (LA - BAEARER 25 )



ENEATEIL (6)

*25. REAGHM EOER
AFHNIIE A T5 B4 TR0 234 5 (FRI24E6 A 1 1A 1IS3#ED0 &,
FIERIE T 30 A2 MEEE ShTw 5,

26. BERFTEES

26. 1 SLEERFTIT

HAZERIERIASH

T540-8645 ABRAAPRXEEIIMTHIES

R4

(6)



