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(BEF150) ER BT T Rl
G (%) | REBREA : 102.3 100.5 97.1
AFE (%) 100.0 96.6

9. AHM

(1) MERVRERAE
HS5 2% =2 0D f% 4mg/8mg/12mg T k—"7 ] D99

HZ 4% 2 0D $E 4mg/8mg/12mg [ h—T | I,

RS TV,

5ok
BRI
EIL = e
HEYE -
&

o B REHERBRIECS RE)
7Kk 900mL
50rpm

Wik a~< 777 40—
15 3 E DI HE D 85% LA Lo & X A & 35,

RE SN HBUSIZEE LTV D Z &8




(2) EMEHIRIF AR
1) A58 0&Edmg Th—7] 10
HT7 o2 0D $E 4mg [ b—"T ] [ZOWT, [EENEL L8O ERRA O LY =Fr R A%
PERBRAT A R4 ) (P24 42 H 29 B HEREFES 0229 % 10 5) (AT, A KA
V) eV, B R TCOEYTFHIRIEEDSHER SN AT 7421 0D EE8mg [ h—T | 4%
HERIAIE U CIEHRBRZ 1TV, A rRIENRR E L, 7ok, BRI DL 2K UE
L, A RT7A4 0280 CKRAEIZFEY LT,

<AEEH>
= ER & pH1.2,pH4.0, pH6.8, 7K B %% n=m12
B & %% 50rpm E 5 e SUAY 573
HEREIF]  ASUAIODEE4mglh—] ZERK HSUHIODEESmegl F— ]
120 - oL e 120 - > Py
pH1.2, 50rpm, /\FILi& pH4.0, 50rpm, /3K /L%
100 F 100 F
~ 80 F . 80 }
& s
# 60 | # 60 i
Aol —o— HUERBLAI 20l —o— BB
5 EEWH
20 | —e— 1B 20 | —
0 0
0 5 10 15 0 5 10 15
FRERBERE (53) FRERESRE (93)
120 ¢ 120 ¢ o1 &
pH6.8, 50rpm, /S L3k K, 50mpm, /KL%
100 f 100 f
~ 80 | ~ 80 |
& &
# 60 | # 60 |
H H e
® o0 |} —o— HER B K o40 | —o— HERBAI
20 r —e— 1EAEBH| 2 } —e—iEEHH
0 0
0 5 10 15 0 5 10 15
FREEERE (5) FREEFRE (43)

TR (%) £8.D.
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ORFHOHELER VHERR (FHBHE)

Y e S E% PR FIEMEOHERLAE | HE
AR SR D N N AlSF JE JE
Gy | A PR
pH1.2 | 15 98.5 100.3 b
J<fvis| PHAO | 15 98.6 100.0  154BNic T 85%|
50rpm | pH6.8 | 15 99.9 99.8 U EFs ]
7S 15 98.8 98.9 b
QRIFMHDHEREERUVHIEHE GIBREFIDOMELDAHE)
HE | @ ®
o LR H R 3 .
smatt || Ron~ [T TR oz |
U1 | mKME%) | 00 i
i (%)
~ ~ 58 3 NS ST A B
pH1.2 | 15 |94.5~102.1|83.5~113.5| O 218 & 7 L 1o 1
~ ~ W, ARBRRAI O
J<foppk| PHAO | 15 |94.8~102.2(83.6~113.6) 0 |jy BTS00
50rpm N N PHEHEZDH DN 12 .
pH6.8 | 15 [97.2~104.1|84.9~1149| O D 1 HLL . + 1
_ N 2% DFPIZ B2 B[
K 15 |95.8~103.1{83.8~113.8 0 [ ;0 230 i

DODFEFRE Y, T X TORBRSEMCHEEEZ - L, B[S L HE S,
WosT, W72 I 0DEEdmg [ h—U ) & HEHERG] (HZ7 % I 0D % 8mg [ h—
T1) 1%, ARSI ST,

11



2) AZRT0DEE8Mg M h—7) W

AT 432 0D EESmg [ h—T ] 1225\ T, MERERLOEYENFEERBR T A T4
V) (PRR 24 4E 2 A 29 B SEAFER 0229 8 10 5) (BUF. A KT 1) [ZREVIEHIR

BRa1T-o7,
<BESEH>
= BR & pH1.2,pH4.0,pH6.8, 7K WK ® n=12
B Bz #  50rpm il A |57 S
HERRH  HSUAIODEE8melM—T ] EAERK  LI=—)LOD#E8mg
120 pH1.2, 50rpm, /8FLi% 120 pH4.0, 50rpm, 7SF )Lk
100 100 F
I~ 80 ~ 80
g 60 i?ﬁ/' 60 F
B w0 —o— EER A 20l —o— HEBMH
20 —e— 1FHEHF| 20 | —e— RAERH|
0 0
0 5 10 15 0 5 10 15
$EERBSRE (5) REUEERA (5)
%0 pH6.8, 50rpm, /\K)Li% Ak 50rmm, /8F)LiE
100 100 F
=~ 80 =~ 80 |
g 60 i?ﬁ/' 60 F
E;:[j 40 —o— HERBIH E(ag 40 } —o— HERIH|
20 —e— ZEMAI 20 f —e— 1R
0 0
0 5 10 15 0 5 10 15
{EERBSRS (5) REEERA (5)
PR =R (%) £ S.D.
SR DHIERER VHIERKR
B SR ;:%Ii;/% PREHECY FAMEIME O B LT HE
AR R Tle . . SHILIVE OO T 227 FIE
) ARBR LA TR ERG
pH1.2 15 100.3 95.2 1
JSR oy | pHAO | 15 100.0 89.6 15 43 BLAICSEY 85%|
50rpm | pHE.8 | 15 99.8 89.2 VLBt i
K 15 98.9 91.9 i

EROFRLY . TRCORBREMTHA KT A 2 OB ORPIEOHEHEAEHS L
W7o % ODGESmg [ h—0 ] &REHERAIOEHIEBITRIL L T 5 LRI LT,

- T, & MBI DEMFRIREEAREZITV, VT2 12 0D # 8mg [ h—U ) (3%
UL & O AL R S S R &S LT

12




3) ASUHBIVMDEI2mg Ik—] 12
HZ7o% 20D 8 12mg [ b—U ] 12O\, [EENRZR DR 0 EERA O 44 F 00 R 5%
MR A KT 4 ) (CFpk 24 82 A 29 H 3ERHFAR 0229 5 10 5) (LATF, A K74
V) ARV, B N TTOEMZEORSEEDHERINT-H T #I 0D §E 8mg [ h—U ] #IE
YERLA) & U TR HEBR 21T\ AW R RSB & U7, Zeds BRI ALK o0 L5 28 S K HE LT,
HA RTA X CARUEIZEE Y LT,

<RIEEH>
it BR & pH1.2.pH40, pH68. 7K Bk B n=12
Bl & %%  50rpm =B E /FILE
HEREEF  HSUHAIUODEEI2megl b—T ] ZEHEK  HSUAZIODEESme h—]
120 oL 120 ¢ N
pH1.2, 50rpm, /F)L% pH4.0, 50rpm, /\F)Li%
100 100 f
~ 80 ~ 80
S g
ﬁ 60 i;g 60
a0 —o— SERIH & 40 HERBUH
55 0 B
2 —e— 1ZAERH| 20 | ——
0 0
0 5 10 15 0 5 10 15
FRERERRE (59) FRERBERE (53)
120 ¢ 120 ¢ oo
pH6.8, 50rpm, /KL% K, 50mpm, 73RV
100 F 100 F
~ 80 F =~ 80 F
W 60 | W 60 |
H H .
40 —o— BBRH i a0 —o— BB
20 F —o— EAEBIH| 20 } —e— 1ZERF
0 0
0 5 10 15 0 5 10 15
FREREERE (93) FRERERRA (53)

P HIER(%) = S.D.
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OREHOHERLR UHERR (FIEHE)

e P %)
ARBR A IE — - [FSEPE MR | HE
Oy | AR ) "
pH1.2 | 15 100.0 100.3 i
s8Rk | pH4.0 | 156 99.3 100.0 15 53 LIPIZ 1) 85% ]
50rpm | pH6.8 | 15 100.0 99.8 UL b i
7K 15 98.8 98.9 1
QEIFMHDHEEERVHIERHE GRUFDELDBEHER)
e (b)
) E (a) S AR HH % 3
st || R~ | TOIEHEE @POE oz |
O | BRI | e -
FiPH (%)
~ ~ RO PLBR R RS IS 1|
pH1.2 | 15 |98.3~101.5|85.0~115.0 0 Ly NS ]
N N W, REBREAI O .
R pH4.0 | 15 [97.2~101.9|84.3~114.3 0 POV IR + 15% 0 1t
50rpm N N PHAEZDH DN 12] .
pH6.8 | 15 |98.4~101.5|85.0~115.0 0 BT 1 ELLFC. + ]
N N 25% D Z B2 D)
K 15 |95.5~100.3 [83.8~113.8 0 & DRl 1

OODOFER LY | TR TOREBRSEMFCHEEEL R - L, WHZEEN 3 ES% &HE S v,
WsT, W7 H#I 2 0DEE12mg [ h—T ) &b fEHERHF] (7 %12 0D # 8mg [ h—
T 1) X, AEWEERICESZE L T &,

10. &% - 8%
(1) FEHIDELER - BE. HNEMSHRLGRE - OKICEHT 51EH
RN

(2) 8%

(A2 0DE4mg T c—21)
56 $t [14 #EX4 : PTP]

140 £ [14 $£X< 10 : PTP]
(HS2oB2z0DEdmg c—21)
56 #& [14 #£X4 : PTP]

140 #& [14 %X 10 : PTP]
(HS52B2I0DFE12mg T +—71)
56 $E [14 #£X4 : PTP]

140 & [14 $£X 10 : PTP]

Q) FPREE
Y LR

14



4) BHRDOME

EESAE MHE

PTP AUk =/, T3

t

PTP 4

i

Er— T AI=UA - RIZF LT Ix—h

1. BIRIRE S0 5 A
B L

12. £t
DR L

15



V. JAEICEET 4I1EH

1. MEEXFIHE
4. HEER IR
BERUVHEEDT7ILY/NA I —RIBIECE (1 5 RBAAERE R OHETHIH

2. EXFHRICEEST HEE

5. MEER I RIZEET 5FE

5.1 T nA <= —RIERHYE L W ST BEICOREHTH 2 L,

5.2 KBTI oA < —RUERHIEDIFRIEZ D & D DHEIT ZMH| T 5 & WV ) BlFEIZE ST
VANTAN

5.3 T A = —TUERHE LIS O FRAEMEE BIZ R\ T, ABIOEZIMEIIRERR STV 7euy,
5.4 fhDOFREEMER R L OERIZMICHEET D Z &,

3. AERUVHE=E
(1) AERVREDMR:S

6. AiERUVHAE

HE, RANZIETZ7 2160 T1HS8mg (1F4mg 2 1 H 2[F) 7HEG L, 4 HMZIC
1 H 16mg (1M 8mg A 1 H 2] ([ZH&EL, #AOKLET 5, ok, JERIISCUT1 H 24mg
(1E12mg &% 1 H 2[0) FTHETE 5, HMETHESIILEROMET 4 BMLU L%E
L7z ET 5,

() FERUAEORERM - BRI
gk L

4. AERVAZICEET 5FE

1. AERVHAEICEEYT 535

7.1 1 H 8mg BHIFADHETIT L, HLHRREIEHORBELAZIMZ 2 B0 T, FHAlE L
T4HEMEZBL THEHALRN &,

1.2 HEEONFEEES (Child-Pugh A HHEEEOIEE L L-P%EE (B) OFEERE)
TiE, 4mg Z# 1 H 1 [mIBEB LD &b 1EBHES L2%. 1 H 8mg (4mg % 1 H 2 [A])
AWML ERE L, 8T 5, 270, 1 H 16mg 222028, [9.3, 16.6.2 0]

1.3 BWEH AT 2720, BRERICEGTHZ ENEE L,

1.4 EWRNEER, FIRGEOEHEOL ETRETDHZ L,

5. EERAUE
(1) BERTF—5 /Sy r—o
B L

(2) EREREIEEER
B L

(3) MERGRRAR
BB L

16



(4) HRAEHIEAER
1) ARMHEREERER
NINCDS-ADRDA F VDR EHEIZ X ¥ probable AD & #Z2Wr &4, MMSE 22 227 2% 10~22
M. ADAS-J cog FI/FEA T A 18 LU LD K SR D T LY A ~ — IR AE B
%i’x]“%%k L7c[EN ZEE MR (JPN-3 35 (398 ) & UNJPN-5 iR (580 f41)) (23
WT, 743 16mg/H (8mg/H % 4 [M—16mg/H % 18 X% 20 #fH]) . 24mg/H (8mg/
H% 4 fi—16mg/H % 4 i@F’EﬁH%mg/El Z 14 0T 16 8[) X7 718 (22 X% 24 )
R G Uic, FERHMBE A (X, FRBEHERE 2 5Hl 32 ADAS-J cog & OVEARERIREHAN T &
% CIBIC plus-J #9¢& L7,

7£ 1) National Institute of Neurological and Communicative Disorders and Stroke-Alzheimer's Disease and
Related Disorders Association
7 2) Mini-Mental State Examination

1 3) Alzheimer's Disease Assessment Scale Japan-cognitive subscale
7£ 4) Clinician's Interview-Based Impression of Change-plus caregiver input Japan

BRI R ONREEFED T 1 A~ —BUERHE B 2 PRI L7, BN 77 & AR xh g il
® GAL-JPN-3 &, GAL-JPN-5 i&B M (8 GAL-JPN-3 iRBROWERE 2 x5 & LI EiRkS
RF D22 M % it L7z GAL-JPN-4 BRI 31T 25 2 MRl c S 5] 744 61 431 41(57.9%)
WCEWER (BAERAMEERE 2 51e) Ao bz, Bt oik, B, g, BACRIE, TH,
BHJHGR, R CTH o7z, 1919

OE A I8 ES RS ER
ADAS-J cog 123\ T, 16mg/ BB 7 T & REE L ORICH S EITRD BRI - T A8,
24mg/ ABEE 7 T & RBE L Hillk L CHEICEN TV =,

e A& EEAT B > ADAS-J cog

. 0 M S DA & /N REEED A
- é‘(j:)
R S =S.D.(n) [95% (=X p fii
7SR 1.46+5.72(118) —
16mg/ H 0.37+5.25(107) o 4'5132 541 p=0.1388
24mg/H -0.49+4.80(88) -3 3'615’_90 A1] p=0.0123

~ A T AMEFYUE LR, 1) T

CIBIC plus-J (28T, 16mg/ HEHLT 7 AR L Il U CTHEICEIL TV 223, 24mg/ HRE
T7°7 AR L ORICHEEITBD bhiahoTz, 19

&I RF D CIBIC plus-J

i 5 KEZ | R | BT | ERO | BT | RERE | KhE 722 | FEm pen e
Ut | o | U B L] B | o | By Rt P
. 5 20 24 43 18 6 B
77eh (0.9%) | (4.3%) [(17.1%)| (20.5%) [(36.8%)|(15.4%)|(5.1%) 11118
0 12 24 27 34 12 0 _
16me/F | (000) (11.0%)|(22.0%)| (24.8%) |(31.29)|(11.0%)| (0%) | © |109|p=0.0076
0 4 20 18 39 7 0 B
24melF 1 (000 | (4.5%) [(22.79%)] (20.5%) |(44.3%)| (8.0%) | (0%) | © | 88 [P=0-1193

) Wilcoxon DESLFIRE

17




QE N M AHERPR A ER
ADAS-J cog lZB W T, 16mg/HEEKL N 24mg/ AREL IS T T B RS L THEICEN

T\,
B EEAEF D ADAS-J cog
. 0 5 DZE R /N FEEIED F )
BSE T4+ S.D.(n) [95%13 1% ] p i
7T R 0.90+5.89(191) — -
16mg/H -0.58+5.87(191) [-9 6'41:1% 34] p=0.0113
24mg/ H -1.66+5.37(192) [-3 7ff?1 44] p<0.0001

~A T AEFYE LR, ) BT

CIBIC plus-J {28\ T, 16mg/ HEE K O 24mg/ BRE & H I 7 T B AREEE ORICHEZEITED

ST, 13
B4R CIBIC plus-J
i 5 Kg7e | FRRE | BT 0 | JERO | BT 0 | HEEE | KR 72 |FEE e e
W | ok Mg | Beal| B | oy By | Regt ] P
— o 7 36 64 62 22 0 B
TR (0 | (3.7%) [(18.8%)| (33.5%) | (32.5%)|(11.5%)| (0%) | © 191
0 12 39 60 64 16 0 B
16mel 1 (500 | (6.3%) [ (20.4%)| (31.4%) | (33.5%)| (8.4%) | (0%) | © | 191|P=0-3287
1 4 32 73 61 20 1 B
24melH | () 506 | (2.1%) |(16.79%)| (38.0%) | (31.8%)|(10.4%)| (0.50%)| © | 192 [P=0-8757
%) Wilcoxon DA FiffE
2) BEMHER
MR L
() F=E - FREERIGER
BN -y 2
(6) REMFER

) FARERE (—RERARERE. B EERARERE. FRABLERFEE). SERTEE®T—
AR—RFE., WERFRIERABOAR
P -v 2

2) RBEHELTEEFTENDABXITERL-RE -
LR

ABROBE

(7) =0t

AR L

18



2

VI. E3hEFER(ICEH 3 5IEH

. EEZHNCEAEH HILEYMRILILEYMEE
RRR_ROL URRFTI
HEE  BEOH Db EMOREE I REIL, OB TRLESHRTH L,

. EBEER
(1) YERARLL - ERKF

(2)

®)

T NA = —BIERHIE TIX, N Y VBEREDIR TR D NFRIBREDRK & B 2 5T
Wb, HT7o2I0F, 7EFral)rxzxs7 T —8 (AChE) ZHamIClET 52 & THK
W ACh BEx FHSH, homaF T Fal o285k (nAChR) 1I2x4 % APL &
HICE VRN 2 ) U REZ TR S 25, B, MR REMERIC & 0 Al O MREIR T %
il 5,19

SN E R B HRAR
1) AChE FRE{EH
AChE Z 58RI MfIc ol EL . RAOBEICEY Sy MNMRTEF LY >
(ACh) BEZ FH X7, 1017

2) nAChR IZxt9 57 BRTY) vy iE@{EMA
nAChR ® ACh fi&ENL L 1B DENSL (T a 27 ) » ZEML) 125548 L. ACh @ nAChR
KT B ER AR S @7 (7027 U v 7 BERIEA : APL R, 1949

3) R
70 F I B AR LA L CAIRR AR 4 L7, 20

4) EEEREEA
AZF R AT T /T IBUN T, #E AR5 L 0 FEfEEE 83 2 G nsided bz, 2022

{ERISETIBHRT - FAAEERD
R L

19



VI. EMEREICEET HEE

1. MPREDHR
(1) BELEDGOLPEE
MAER e L
(2) BlRRFBRCTHREIA-IDERE
1) BARANEERERER
(&)
EFERE AT 4mg 2 O 8mg §iE 4 LRI O fe G (ZEfERE) Lo & & P RZE(LIRIRE X

BHZRELIT EA U, 5% 1.0~1.5 R Cmax IZEE L, 8.0~9.4 FFD te TIERT
L7z,
fEFERLAIZ 4mg } OF 8mg $E 2 Hi[ElfE O 5 L7z & & o R LR D
EhE N7 A —% X +E=S.D., N=12]
i B Cmax tmax D) AUCoo tise CLr
(ng/mL) (h) (ng * h/mL) (h) (L/h)
4mg 23.0£5.1 1.5(0.5-3.0) 205+27.6 8.0£3.3 2.99+1.55
8mg 47.3+8.3 1.0(0.5-2.0) 431+t74.4 9.4+7.0 3.23+2.24

) POl (EEPH)

fERERY A IZ 4mg, 8mg XN 12mg 2 1 H 210, 7 B Z & OMiEEEIC TER D& S LT
& &, Ik EP?EWI:MK/EI” HEWTHOHAREICBWTHLEGHG 4 HE £ TITERIRBICE
L/f:o ’Ij_\A Té tmax )Eﬁi cl: 6@11\ j:fci< len SS~ Cmaxss &O\ AUC‘: SS iﬁﬁ
%K%WLTWMLtO A& G (12mg) D tie & BRI HRED tip (T K& 7R 37

Dro T 29,20

R AL 4mg, 8mg KUM12mg 4 1 H 21[8], 7 A Z & OMHHEIC ChAER A& G L& =D

FHEOTEFRE (&5 7 HB) (2B 2 MR RO IEIRE ST A —X
[P+ S.D., N=8]

» 1#H 238 A 3 i A
/%ﬁ%ﬁz 176 4mg 178 8mg 175 12mg
10 2 E#ES 10 2 E#ES 10 2 EES
tmax P(h) 1.3(0.5-4.0) 2.0(1.5-4.0) 2.0(1.0-3.0)
Chin,ss(ng/mL) 8.20+1.57 16.4+4.3 25.0+4.7
Craxss(ng/mL) 33.8+£9.0 54.0+11.1 81.9+13.0
AUC, s(ng + h/mL) 197+38.9 380+63.6 589+88.9
t12(h) — — 10.7+17.2

) HPOE (i
—  EHARE

i)

20




(0D &%)

fERERE A IZ 8mg OD 8 (k72 L CTHRA) . 8mg OD & UK TARM) X 8mg #£ UK THRA)
AHEREORE (FEMER) Lo & &, MR REGERRE 3R G5%E0NC EA L, &5
% 1.0 BFEI T Cmax IZEE L. 6.7~6.9 BFE D t1e TILF L7z, OD $&1d/K72 L CTARAH XTIk
TIRALEZEAEOWT G, §&8 OKTIRA) LEMFEMICFESETH -7, 2

R A 8mg OD #2 (k72 L CARA) . Smg OD $& UK CTHRA) i 8mg #E OKTARA) %
H[ERR O#E (22180 L7- & & omiEdh R bR D 3YEhRe 5 A — %
EHfE+S.D., N=21]

8@@82%&%) 47.8+8.38 1.0(0.5-2.0) 399+82.3 6.8+1.2
83%%%% 50.6+8.93 1.0(0.5-2.0) 396+91.7 6.9+1.2
8?;}% fﬂa ) 48.0+9.98 1.0(0.5-3.0) 393+80.7 6.7+1.2

) FfE (HER)

2) EMFHIRIEMRER
(HS2BZ0D&E8mg Ib—7 1)
HZ7o 21 0DFESMmg [Fh—T ] L1 I=—L0OD 8 8mg %, 7/ B AL — "—JE|Z L
DENZEN1EED 7 % I L LT 8mofEREk A B T-ICH A B RRE 0 £ 5.0k 72 L TR
F OUK TR U Il PR LRI E A2 JE L. 15 b= 3Emshie <7 2 — & (AUC,
Cmna lZ DT 90%15 HE X NEIS TREEHIRNT 21T o T2/ R, WL D 10g(0.80)~1og(1.25)
DOHFIFHANTH O | WHI DAY FHIFREMED MG S iz, 20

@K% L ThRA
(ng/mL)
70 -

—— AT 20DEES8Smg h—"7)
60 —— : L 2 =—JLVOD#E 8 mg
EE{E +S.D., N=12]

BEEEXRE

0 6 12 18 24
5% DK (h)

21




EMENEE/INT A —4

HIENT A—=H

BENRT A4

AUCo-24 Chmax tmax tie
(ng * h/mL) (ng/mL) (h) (h)
/52 %3 0D}
7z 5} k_g J FEBME | 37104516 | 40.14:8.26 | 1158047 | 6.66£0.70
L'I=—/L OD § 8mg | 367.158.1 | 53.02+11.17 | 1.00:0.54 | 6.68+0.51

[CE#E +S.D., N=12]

MAEFREEN N AUC, Cmax D37 A =213, YA OBIR, (KEORREEL - K
S DFRBRGAEIT L > TR D RN S 5.

M RFIDHIE/ NS A — 8 DHBEREDTFIEDZER UV 90%EHXE

INT A —H AUCo-24 Cmax
EEIE D 7 log(1.0128) 1log(0.9335)
I D FED 90%(EFEX ] | 10g(0.9730)~1og(1.0543) 1og(0.8659) ~10g(1.0063)
@K TR
(ng/mL)
70
——:HF2%320D§ESmg [ h—17]
60 —— : L 2 =—)LOD# 8 mg
[FHfE+S.D., N=12]

IfiL
ﬂﬁ
H
I
53

HBHBROKER (h)

EMBIEE/INS A —4

24

HIENT A =4

BENT A=

AUCo-24 Cmax tmax tire
(ng * h/mL) (ng/mL) (h) (h)
I \/ \: \/ \/r'—»
77 5} N g? EBME | 360.6:75.8 | 48.29514.59 | 1.00:0.37 | 7.02:1.00
LI=—/A 0D §i8mg | 366.1+70.3 | 49.41£10.61 | 0.77+0.25 | 7.15+0.92

[CE#E +S.D., N=12]

[ﬁlﬁﬁ—qj{)%};ﬂjjfszz AUC. Cmax %@/\03){ — 2. %&5&%@3{%*}{'\ {K{rﬁ@*}zﬁﬁ@i& ) H%‘:F’Eﬁ
SEORBREIC Lo TR D AREMENRS D,

22




M HFIDHIE/ NS A — 5 ORABEARED FIHEDZE R UV 90%EHEXHE

A ? ){ —_ & AUCO-24 Cmax
EEIE D 7 log(1.0078) 1log(0.9569)
FEMEDZED 90%EHEIX] | 10g(0.9740) ~1og(1.0427) log(0.8616)~1og(1.0629)
Q) w&EE
MR L

4) B - HRARDODEE
) BEOEE
fEFERL AT 4mg B8 2 ZZJERF SUIRBICHBEIR 05 Lo & &, EER&R S L g L TR
5 Tl tmax ([COTDRBNNH BN, Crnax XN AUC IZEITRRD bR -7, 2D

2) BHHEOZE
TEFERR AN & k5 & U723 B EH OGHER 2~ d, GMEAT—%)
NaOx+vFUGtHABOMmMEREE
NRoaxtF oA (20mg/ B KERO&ES) XL, 7% 16mg/H KON 24mg/H
BeHREDOMAEFH T 2 B I 2D Cmaxss (XTZIVEI 31% KON 3T%HIN, AUC . s IZENE I
45% M DN 48% KN L 7=, 29

2. EYEERIIS A—5
(1) Bk
PG R L

(2) BRI
B L

Q) HKERETEH

Wi, kel
- AK7e LCHRA Kb ) THRA
TZ 43 0D 0.1052=*0.0111hr1? 0.1007=*0.0154hr!
Smg [h—1] 20 |(fREERAE T MEBERROEE) | (R R T M HER 0 s

@ HUT75VR
BB L

(5) HHEH
AR L

6) Z0ft
BB L

3. B%E (REal—v3>) @i
() R
PG L

(2) 155 A — S EHEE
BB L

4. RN
P - L A
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5. 9%
(1) Ik —mRar9E@@tE
BN - AP

(2) k- BB BB
G L

Q) Eir~nFBiTHE
VIl. 6. (6) ) OISR

() BEA~OBTE
AR L

(5) TOMOBBA~OBTIE
AR L

(6) MREAHEEE
b MIEEAAR  HT ¥ 22 17.8%n vitro, THnEHTE 100ng/mL)29

6. i
(1) FRBHERLL R UM BHRER
AER R L

(2) roBIcEAET EE CYP %) OHFE. F5X
%% (5 b7 o—L4 P450) D4y 1-ff : CYP2D6 MO8 CYP3A430.31)

Q) PEEENROBEERVEDEE

B R L

4) REVOFEDEERVEMEL., FELLER
B R L

7. BEt

fEFERRAIC 4mg MO 8mg $E2 HERR A& G Lz & &, & 5% 24 B & TRt S iz
RECRIT B G EOR 18~15%Th -7z, 725, @HERAIC SH- T &% v 4mg Z#NHR &
UCHERRO®ESG Lz &, 5% 7T HE CTICBRGHSEED 93.4% 03 R, 3.8% 3 #EH 4k
Mz GMEAT —4), 2382

8. FSVRKR—A—IZEAT B1E#HR
MG ER L

0. BHHICLBBREE
U L

10. BEDERZETHEE
(1) SEEE TORE
fREE BN |C 4mg BEZ HRIRRO£&E (B8R Uiz & & MR RE LRI 1T B 51430
MZ EH U, 5% 1.0 BT Cmax (2 L. 8.7 FFEID t1e TIK T L7z, 728, Cmax (34.4+
7.8ng/mL) KON AUC. (296+50.5ng « h/mL) (%, fEEERA & HE L CEfECTdH - 72,39
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11.

(2) FHHEEESICLIEE

s O IFFHERERE S AT 1T Amg BEA HRHE 4G Ui & & | IE R FHEAERIRZ B ORI
HEHERE S B0 & ol LT CLIF O F (0 23%) KUK tus DIER (K9 30%) 7378 HLi,
7ok, RHERSEMBIERN RS R, FFHED b % BE To A RO LIS RR S (G
AT — %), 3035

B HTRERESER A M Ol 2 DFRIE D TR RERE BB 1C dmg SEA BB ARG LIz L & D

M P RO Y ERE ST A —Z [ +S.D.]

7t 9)

P | ) | "o | eghen | G| o
(f;%;;) 22.3+6.8 | 1.0(0.5-2.0) | 208+47 8.1£15 334+66
fi%%gg 19.0£5.0 | 1.7(0.5-3.0) | 205+40 8.2+1.0 336163
(Tiféifsg)@% 22.8+7.6 | 1.40.54.0) | 277749 |10.5+1.5%9 | 258659
(%Biﬁlﬁ)%“ 20.9 1.0 358 12.0 186

£ 1) Child-Pugh 7 ZHEREDOFHE L L2 (A), HEE (B) KOHEE (C) OFFFERERE S HBRHE

TE2) aRfE ()

1 8) IEWATREREWIBRE & il L= & & D p i : AUC: p=0.051, tie: p=0.003, CL/F : p=0.061

©))

BHEESICLITE

PR AR R Ry OVER B D RS RE B E W BR T 1C Smg SE A R MR G- L 7= & & BHERE DR TSRV,
1E 5 B REN RS L Ebit L C AUCLOHEIN, tie DIER, CLr DK T X OYR P HEM R DA A3
%}g\&) Eﬁ/bf:o fdfisx tmax &U Cmax K%li?‘d&) Eniﬁb)/) f: (571‘}\:71"—&)0 36)

IET AR BERRA K O 2 DOFRHE OB HERERR TE R 1 Smg SEA AR NG L L&D
M HEPREALAR D KD BIRE ST A — 5 [EELS.D.]

HE™ Cmax timax ™2 AUC. tue CLr
BEX s BT 1)
H K RE (ng/mL) (h) (ng-h/mL) (h) (mL/%Y)
IE/‘—'-%

(Nig) 38.7+8.1 | 2.0(1.0-4.0) | 419+94 7.7+1.7 | 71.8+215
farang ezt =g -
(Tii%ﬁam 42.0+85 | 1.5(0.52.1) | 577+212 | 10.5+4.1 [39.7+18.073
EERlEREY
{%E;im 43.0111.6 | 2.1(0.5-5.0) |698+247 9| 11.9+2.6 9 [19.9+5.5 %4

HLD Z7V7F=r 7 U7 T 0 A BHEREDIRE L U7 B EHREMmERE [70mL/%/1.73m2 L ], I ONC
HPEERE [30~60mL/53/1.73m2] K OVEE [5~29mL/43/1.73m2] OB FERERE E 5

TE2) aRfE (HEFH)

H3) EFBHSHEMNBRE EAEEDY (p<0.01)
E4) EEBHMENSRE EAREDHY (p<0.001)

Z0k
TR L
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()]

6

VI Z&% (ERALOFEF) (CHYTLHEE

ERNBEFDER
E I TV

RE[:

. ERRNBETDERH

222 (ROEJFIZIFRE LGNNI L)
AAN D BA3 6 L BUE DBEERE O & 2 B

- DREXIIZIRICEIET SR L T DER

(V. 2. BREXIINRICBIE S HER] 22T 5 2 &,

. RZERUVRAEICEHEY 5B LT DEH

(V. 4. HIELAOHEICEET S EE] 22R3552 L,

. BEREXRNIE L EDER

8. EEREARNEE

8.1 TV nA ~ —BUERFE FBFE CIEERRAE ) SOM R ERE D MR 2 (IR T L, F72, AF O
FIZXZ o F W, IRKDEZ 2 /RN H 5D T, REIBGHOBE (R 554G 0O¥0EH)
1%, AV OB A D B OBEICER T2 L o fETH 2 &,

8.2 T NA = —BIERE RS TlX, KREBOVBRDOONDLZENnH D, £, AFlEzET =
Vo A7 7 —BHEANICBWT, KEBDPHRE SN THDOT, IHEPIREOE(ICE
BT5Z &,

8.3 AAIFG THENBD HLNARWGEE, BIREFEE LN &,

8.4 tho7wFNa) =27 7 —BHEMERZET LR (RRXULE) LOFHLRND
L.

- BREDERZHIHBEICEHI HEE

() EHE - BEEZEOHLESE

9.1 AHHE - BMEEZFOHLHEE

9.1.1 IvEE (DEEE, FIEE. DHEF) Z2EITLBFOEREEE (EHY VY LMES)
DHHEEE

iR, L7 ey 7, QT IERENHLDOND Z LR HHD T, BELRRNEIRIZEIT LWL D
B2 +oATH 2 8, [11.1.1 2]

9.1.2 [AFLERE. DERRVEEERSHMERETEDOMEREOHIESE
HAEMRRAPLERIC LV IRIRSD 2 WVIFNEIRE B 2 F ety H 5, [11.1.1 2]

9.1.3 HILtMHEBEDHBEEOHIEE. HELEFEDHIEEXILEILEFHEEZDES

B IRy W ONEHE K OWH L EB ORI X 0 RS EAL T 2 FREMER H D, [10.2 B ]
9.1.4 THRBHAZEDHDLEE. RIIEMFMERDESE

JERDEALT B A REMER H 5,

9.1.5 TAMAZEDEEHREXIIINODOBEENOHZESE

KRR FRT D AREMN D D, 2. TV A ~—HEREEICE, RERBIEN B
DHILEMRHD,

9.1.6 KEXMEXIIFAEMMEBEDOBRERDHLEHE

SRE T SEIR AR O UHE B OV SRR Ay i D TUHE LS L 0 SR AN EAL I~ 2 ATREME N & D

9.1.7 $#ANERIEE (IN—F VR, N—F OV VERESE) OHLIEE

BERO ) U RMRZTTHET D Z L1k 0 JEIRZFRESUIHEEST 2 TREENH 5,

26



(2) BHkne

EERE

9.2 BHREEERE

BeHRRER D T2 < |
IR T 5 2 &y

AF|OIMAPEDR LR DBENRH D,
9.2.1 EENEBREEE (U LT7FZ2V U732 NL/2KiE)
LEVEDHESL L TWVRWTZD IR BT 257V I SN 5568 2R E |

[16.6.3 /& ]

Q) FHRElEEERE

9.3 H**ﬁ%ﬁu %E %

AHNOMHPREN ERTIHIBENND 5,
9.3.1 EEDEEFHEZE (Child-Pugh 5
BHRRD 2 <
fERIGEET 5 2 &,

MEZITHEDERELE-EE O OFES
ﬁéﬁ?ﬁ’ﬁﬁib“(b\iﬁb\t

[7.2. 16.6.2 ]
£3E)
CTRIE ERe B WS SN A RS AR X,

(4) HJEREEET S E
BREIN TN

(5) 4Ei&

9.5 14w

BCDHEEST D L,

TEAT SUTAEAR LT 5 ATREME D & 2 2T

(T, IR EOFRRMIENERIEE BRI D LS h D

(6) =RELIm

9.6 =ELIF

B DA ~OBATIIAITH 575,

BREOFEFMEE O RZOR S ZE L,
W FEER (T > ) THBR~DOBITHEE

B OM TP IEE BT 52 &, B T
WD HILTW D,

(1) MR

9.7 IMNR

NIRRT G & LTRGBS i L Tuauy,

8) SHsE
BRIE STV

7. HEEH

10. AE A

AFNTFE & LT CYP2D6 1 CYP3A4 |2

LR N5,

(1) BEREZEZDER
RE STV
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(2) HRFELZDER

10.2 SHREE (BRICSEET S L)

ANY R a— V5
a Y = xT7 7 —EHEA
RFAF T I

AIREVED B %o

KA HRARIEAR - HEIE T 1A PEFF - fEBRIA ¥
2 Y AEEHK 2 U R AR S, FARAE b 0EAD= )~
TEFal) s LW OIR TEN B 2 L |EEHER 2N IR S

60

TFNAART I
FUAFT=I)L
A

AFH A h=7 A JRIREERE D A X4 X b =7 ADO|ARFINR, AFH A b= LD
7 ot VE FH 23 BE 0 & 0 2 RT RE| Ao MRME AT stAR VR 2 B iR 3 5,
MR H 5,

Ak E LWL OIK T EN B Z {=EIMEIER 2SI 1 8 5h

B BTl HA[REMED B D, N5,

a7 )u—)

7T/ a—j

B a— LA

=R AV FHAEACAE A 23685 9 5 AT REME|AH & Z 6 OFEFIOIER R,

7 hr by N D, FHAEIZHE LT 5,

TIRMNVTFI
TNRFH I
R FxtF 28
=T UF

AR O M P EEN EF L,
Dy MRS F 2 2 REMEDY &
éo

A hT7aFy—n
T RAa~A 3D

At

A

N6 OFEH O CYP2D6 PHEE
TERIZE D . ARFIOH I BHE
b,

Zh b KD CYP3A4 [HE
TERIZE 0 . ARFIOH I BHE
b,

FEAT T A FYETERETR A
[9.1.3 /]

AKHE =5 OIFOPEHIC
X0 bEER 2 B X E D
AREMEN B D,

AHF O AEEIMEERIC X
% H R W DAL K O
EEIOMEHEN, 2 D OFEANC
XD LERIER Z B S HE D

ATREMEDN D D

. EIER

1. 8lERA
ROBWERRH 6 DND Z ENRHDHDOT, BEETIITTV, RENBD NS EICITRE
IS 57 O ME AT O T &,

(1) BRLGEIERA & MHER

1.1 EXGEIMEA

11.1.3 FF¢ HEEAT)

1111 %M (0-1%)s ﬁﬂm (1.1%)~ IL\j‘D \y7 (1'3(%))~ QT EE (0‘9%) [9'1.1\ 9‘1.2 Z/%H‘E‘:I
11.1.2 SHRASERSHREE LR
B, ATBE, BH0/ INEREE R B & b ST A PR U, )AL AT 5

Z &
— o

11.1. 4 BERARE GHEARDD)
fpdE. W&, CK ES-. MR ORPIA ey EHERSD Lo HAIciE, 5%
bk U, WU RLEZLTO Z &,
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(2) ZnthoEI1ER

11.2 DD EI{EFH
5%LL E 1~5%Ai 1% A i BHE A
JRYRE K OV EAGEEDN BEEsE ., PR EE Y
A HUE
Mg M VY > A1
INRPEE
B FIZ, EOPEIE, BHIEE ﬁﬁ‘iﬁﬁ
R M OVR 2| BRI, RABOE ik
P
e ANHRAE ﬁﬁ\%b\&%@\Iﬁtﬁoﬁ\fj
B W, WHEE DR E, LR, LI
SEUM . EhME D ERRTE O, IR, R IRAZ|RBAR, MRS
i FW PEDF N, IR, T oA E L IEERE .,
R ~ —RERHE DAL, /3 — % BERGE #ER
VA=A A\ P 5
AR fe Tt
B ONK i s Hg
ol L 25 P 3 A6 | SR RAAMIGHE . O
B i s
18 55 e Ifn IETINES JIEL
R/ E N T SAL N
e Ot b B
L (14.9%) . WEM|E. M. BB X, . EIERR,
b E (12.4%) . T¥#i M. BN BRI, k. ZEtEE k.
J% NP, Ly F o7
JHENBAE R JH# e B
R B OV T 5. KR, ZE, AL
kI Bt
B SR KON R, HET e
At B R b
B M OVR i SR, PRIEE, IR
B e E O ISR, FLE R, BN, R, 9% TT.
5 JRy PRk e TS
(REERD . PR R TP B, i U 27U &
REMRAE R, |V REIN, R TPIR MERBEE
CK #hn, R |AMmERESEM, =L 2T
(NP L ERBEPE, | e — v, LDH Behn. i
JEES 7\ U o AR T,
R BN I REREE NN, LRI B
FER A D
BE, FEL HAE] - BV
OMLE A DFHE

. BERREHRICRIEZTIEE
RE STV
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10. BEERE

11.

13. BERE
13.1 #f&, K
LoD = U AEEYEE O S G- & FARIS . R T SR R (2N 2, EEEOELD, R
k. THEEERE, BREE, FOR. PEIR. PEME. JETT. IRAR. (KM, MER % OYEEESE ORI 23
RIS D WREMEDR DD, PP ORI L D | FEIZELTREME S H 5,
13.2 g
JERIISCT, 7 hr e FEofia ) AlORS 2179,

BHEDIE

4. BRALEDIE

141 EFIZMAFOZEE
PTP WL D #ANL PTP > — b6V L TRAT 2 L 5 F8E+ %5 Z &, PTP 2 — h Ok
28D WA EIEREA~FA L, BIZIIZRAL 2B 2 U THERAR SO EERGIHEL
HEITLZENH D,

14.2 RHIRARKOIE

14.2.1 KFNIFO IO THERZRESE L LRET 5720, K LTIRHFTETH D, £
oo KTHhRHT2Z&bTE D,

14.2.2 AFNIETZEEDORETIT, KR LTIRHASERNI &,

12. Z0thFE

(1) BREREERIZE D < fER

BRIE I TR

(2) FEBRIRFAERICE D 1R

BRIE I TR
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X. JERRPRFBRICRE Y IR E

1. EHERER
(1) ZEshEEMEAER
[VI. GBI DA ] OESHR

(2) REMEEHAR
BAN- AP

(3) ZDthDEIBAER
M E R L

2. HMHHER
(1) HREZSEHAR
MU ER e L

(@ REBRSHIERER
AR L

Q) EfnEtaiiR
R L

(4) DA RMEFER
YRR L

(6) RS BHIEHER
AR L

) BRI
AR L

(1) Zoithn4k=k
P - L A
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X. EEMEIEICEHT 4I1EH

. BREIRS
DI S UV 1 S

) EE-EMEONGEICLVERTL L
BRI - R

. AhHEAR
3

. BENRETORE
FE{RRAF

. BfRWLEDEE
BRE STV

. BERITEM

BEMERLTA R H

<TholLky : F/
Z Ot BE T EM

HZ7o42I0D8E h—7) ZIRASNDIEEIELZDOIFE - TEHE DT~

[XI. 2. ZOfoOBEHER OESM

. B—HS - RBE
[A—psy © b 2 =—/LE 4mg/Smg/12mg, L 2 =—/ L OD # 4mg/8mg/12mg, L I =—/LNH
% 4mg/mL

. BEERE
200043 H (A7 =—F )

- BLERGEAREABRUVARES, EMEERFEFAR. REHFBEFEAB

. L& 78 KGR - A FE B L WRE B AR
iR RO 7
Wize 4, P TR i A A
45 % 3 OD§E
smg [ b, |2020%:2 117 | 30200AMX00104000 | 2020 46 /1 19 1| 2020 46 /1 19 I
ﬁ;m/gﬁ ;ig? %) 202042 2 5 17 A | 30200AMX00105000 | 2020 4F 6 A 19 F |2020 4 6 A 19 A
731; n‘l/g 5’&‘: (;? 5| 9020 4 2 1 17 A | 30200AMX00106000 | 2020 4 6 1 19 F |2020 426 1 19

. DREXIIHEEMN. FZERUVAEZEEENEDERABRUVZOAR
U L

. BEEMR. BIMEERARFABRVZORRE
Y LR

. BEEYM
Y LR

. BREHRMHIRICEAYT 51EHR
AANL, B (BHDHWVITEE) $IMICRET 2HIRITED 5TV,
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13. &£fEa—F

RAGEE | WRERE [ gon gpy | CE7 MER
M4, S 2 K %5 WFR L AT B
E#A=—F | (YJ=—F) 2=k

/7 % 3 OD#E

7723 ODEE | 119001974094 | 1190019F4094 | 127893402 622789301
4mg [ h—17 |

#7232 0D 190010F5000 | 1190019F5090 | 127894102 622789401
8mg [ h—7 ]
1 Z >4 1 0D #E

#7273 2 ODEE] 119001976097 | 1190019F6097 | 127895802 622789501
12mg [ F—7 |

14, RIFIEH LDERE

AAENIZHRN EOBRREELLTH D,
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1.

X 1. XX#k

5| A >THEk

1) fENEEF - InEEER (OD $E 4mg)

2) tENE R - EEAERRERIC R T e R (0D $E 4mg)

3) tENEEL - IndEER (OD §& 8mg)

4) tENE R - AR T S 2 ENERER (0D §E 8mg)

5) tLNE R - IEEER (OD & 12mg)

6) tENE R - AR RRIC R T A2 EMRER (0D #E 12mg)

7) RN R - LGB  FEHRER (0D & 4mg)

8) thNE k) : BB 5 FEHER (OD #& 8mg)

9) thPNE R} - B ERER ; EHEER (0D & 12mg)

10) tEPNEEL - AW FRIRIENERBR ; IR (OD $ 4mg)

11) HENEEL - MR R SERBR  IWHBR (0D §2 8mg)

12) fENERL - AR ; IR ER (0D §E 12mg)

13) H 7% U DEN_EEREERR (L I =—/L88/0D /MWK : 2011 45 1 H 21 H &R,
HEE RS 2.5.4, 2.7.6.1. 2.7.6.2, 2.7.6.8)

14) 7 %2 v OKGRRFE TOENERKRRER (L I =—/L§E/0OD SE/WNHIK : 2020 429 H 23 H
NFR, FERAREE)

15) BT v % 2 v O EAT 5B (L 2 =—/VEE/0D S8/ - 2011 45 1 A 21 HI&GE.,
FHE R 2.6.2.6)

16 72 vnal)rxazxr7—EBHREEN (LI =—/16/0D s&/NHHE : 201141 H 21 H
KR, HEEEEMRE 2.6.2.2)

INHBIZU2I0DT7y MENT BT V2 ) VREICHT HER (L =—/188/0D SE/WNRIK :
2011 4F 1 A 21 HAGR, HFEEEMEE 2.6.2.2)

1) HT7 I vo=aF %7 eFral R 2 HEEER (L 2 =—/L88/0D &/ H
% 0 2011 42 1 A 21 HAR, HWEEEEHMEE 2.6.2.2)

19) Samochocki M,et al. : J.Pharmacol.Exp.Ther. 2003 ; 305 : 1024-1036

20) HT & I v OMBHIIAHEVER (L =— LEE/0OD S8/ : 2011 45 1 A 21 A&, &
EEMEE 2.6.2.2)

21) BT X I DA TR A I ZENEREFE RIS T 588 (L =—VEE/0D S&/N K -
2011 4 1 A 21 AR, WEEEEHMRE 2.6.2.2)

22) 7 H I DAF R A I RRENEREE RIS T %R (L =— L 8E/0D BE/N K -
2011 4 1 A 21 HARE, WiEEEHTE 2.6.2.2)

23) Zhao Q,et al. : J Clin Pharmacol. 2002 ; 42 : 1002-1010

24) BT K 2 DIYBEBREDO KT (L 2 =—/LEg/0OD §2/N iR : 2011 4 1 H 21 HAR, HiEE
BHYEL 2.7.2.2, 2.7.6.18)

25) 7 % 22 0D §E & SERIO A FIRESEMERER (L X =—/LEE/0D $8/WHHE : 2011 41 A
21 HKGR, HEEEEMSEZ 2.7.6.16)

26) (5l SRF 1FH - FEE L EEAHR. 2020 ; 69(4) 1 467-480

27) T U H I OIEYEREIC KT 2 BRFEORERER (L I =—/LE/0D S8/ : 2011 4F 1 A
21 H7KGR, WEEEEMREE 2.7.6.11)

28) W7 v I v kkaxeF r OMAEERAOKRE (LI =—/1E/0D &&/NHHK : 201141 H 21 H
TRER, HREERMEE 2.7.6.31)

29) HT ¥ I v DEABESEOKRE (LI =—/LEE/OD 5/ : 2011 45 1 A 21 A&, i
EEMTETE 2.7.2.2)

30) BT 4 2 v OREOKE (L2 =—/LE/0OD S8/ : 2011 4F 1 A 21 HAGR, HiEEEHE
9592.7.2.2)

3D AT I OREEZEORE (L 2 =—/LEE/OD $2/N i : 2011 4 1 H 21 A&, HiE4
EHEE 2.7.2.2)

32) AT o H I ORI, R OHERORE (L =—/VEE/OD S8/WNHHK : 2011 4 1 A 21 A&
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7. WEEERHMREL 2.7.6.19)

33) | ISR AT & I L OFEYEREORE (LI =—/LE¢/OD S&/NHHE : 2011 421 H 21 H
TKFE. HEEERME 2.7.6.22)

34) Zhao Q,et al. : J Clin Pharmacol. 2002 ; 42 : 428-436

35) IFHEARERE =k BR 12 331 2 3B EE (L X =—/LEE/0OD S&//N i - 2011 45 1 H 21 H/KR., H
T EMEEE 2.7.2.2)

36) BHEREIE EWBRE ICB T A H T v Z I oy Eieo st (L I =—/L8E/0D 88/ R -
2011 4F 1 A 21 HKGR, GRS 2.7.2.2, 2.7.6.25)

SN H7v2Ivbx auavA v OMHAEEHOKRF (LI =—/158/0D §&/WHHE : 2011 41 A
21 A7ZGE. WPESEEHEEL 2.7.6.30)

38) LR} « MRtk D% E R

39) tENE R} - HREE - BRIEVE R OB BT 2 — 7 O R

40) tENERE : BEV AR TRER(Z B )

2. ZOhOSEXH
MR L

XI.3&EEH

1. ELAETORFTRER
TR L

2. BT BERXEME
DR L
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XII. &%

1. FA% - REIEICE L CTERKFIBZT S (2HIz-> TOSERR

AREDOIERIZET H2EE - AEIZIIARZZ T TORWREICET 2E#RN™E N5, B

EEPRHELL T R2VARLEENTEY, HETHRBEIN TV HREFIETH LR

RAEFFZL L THRLTWS, EFEEEEDERENZRHT 2 ETcozBERTHY, T

FDOWEHZ T b D TR,

Pe AR - T B 3 S O R FEIE AR BN BT 2 A RT A4 BT 5 Q&A IZOWT (D 3) |
(BFocHE 9 H 6 BfF EAF R EEK - ATRA RS « R F5EE)

(1) B3

B RS
e LT iR &2 LT O S CRAF LT,
- Bok
ZAF - 25°C - 60%RH, PRAEIX 10001x (1 5 A% ORI CRE 40 7 Ix « hr LLE, 3 & A & OKF
JLCHREF120 5 1x - hr BLE)
IR L= TATF v 7 v —VL a2 T v T THE,
(REHMEICELEL, EBOLT (o774 VD ENLTAVIETED) TRT

¥ 2,)
W R

HRIE4, RAFRME | WBRIEHE BIWEE R 1 & A % 3 A %

H5 T OD b Sl WEEDOHEK | MEADOKHAEK | MEHA DK
dmg [ h—D ) ‘gﬁi%) 99.4 102.4 100.6
AT E (%) 100.0 103.0 101.2
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