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FZUEDSY=)LEE24mg B4, FZUEDSY=)LOD%E24mg B4
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187 ETSY—IL3. Omg/3mL - 6. Omg/6mL - 12. Omg/12mL
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IR T DI OERENER SR AR R OB MR E & LT, BRENTLHREHEZRE L.
FEFNNSE O 72 012 H R F i D BUEIRTE SUTIRITIZ 0 D B ZEITHER L R B A L T 2 24 k) &
fLEM T B D,

IFICREHY D A FSE FR SRS HOE L 72 TFRC B BRI S L L. — B D5 & B & KRR OFLIH P O 15 #s
R SND, L, BEEMEOKEFICED D b O L OHME B & 255 - FIWT - 124§~ & FHELIF
DFLHFHLITR O, SV 5 & BUREEN GRS NZIRIX, FUHFE B O350 - W - 5w
MT2&Lbl, RERMTEEZTLHDLNIRMEFFOZ L &AL LTWD,

[FORRMTE AT — 2 AR L U, RIS ETORAKITLATITZR N,

E=t

3. IFORAIZH=>T
BB IFIX, PMDAD [ F EIE I MR R DR — VG RE ST\ 5,
USRI TR A VP Ea— T+ — LERDOFLI & ] 1Tl > TIFAZERL « 1T 523, IFD R % [
F R, ERBIGICAE L TO D ERSCIFIERRFICFEH L MERE IZ O W CUIREREOMRE~D A 2 &
RO FAZE B PR ERFESE, IFOFHEEEOLIMLENDH D, £-, MFUIGT SN AHH Lo
EEZICET A ERICEA L T, IFBKET SN2 ETOMIT, MESENRIETIUGETNEEZHL NI L
EE, HOWIIFFOERMERIEMIT —ERAFIC LV EAMERA O NERT L L &b, IFOEHICH

T



7= o Tl BT DOIRAS SCE % PMDAD 3R 5L R E MR B DO RXR— U THER T HIVERH D

ok, WIEM AR SEOMEEO SN DRI TWS V.5, RG] = IXI1. &&EEe . (XL
5] (BT 2HASIAREZZT TORWEREREENDIZENH Y, TOWMYFWITITHEET &
TH D,

4. FRACKELTOEBER

[FZ HEEBIZBW TR T ZENTERWEIRMEREE LTEHA L TV eZE 2wy, IRXHRIEOE
AT T, MK E SRS ORGEGE U IRGE IS 2 B ESERL - fR T D . IS E A 072 0
EETH D L OB, Rl - RBUTIT I IE O JR BRSO R H = 3 5 o e I i s ghic B4
HHARTA Ly, BEpa— R 4T « 777 4 AEOHIKE —EREZ T 5525720, BoeiE @izt
TEEVH A BT A 2 TR, RAGRIREGA O LSBT AR >\ T, SR ENEREEE DD
DRDITIGECTITO T EIFELILZABRNE ENTEY MRE~DA U2 E2—E LOLHGRE R EITLY
FIHEBADBIFONFERESELIRELOTHD Z LML TEBMRITE R by, MEEEN S
ONDERMOB AR AR L, ZOFBINMEL RikE . ERBGIZR T 28 IEMH 2k 2 2 & 13384
FiOABETHY . IFEZEMH L THEEGZBIEH 2 DI LTV eEE 0,



I. BIEBICEATHIEH ... 1
1. BB .o 1
2. BEOWRFEENRME . 1
3. B ORBIZEHREE 1
4. WIEERICE LU TEMT SRR . 1
5. KBS L OV - EH EoOfIRFHE. ... 2

(AT 2
(2) i@ « EH EORIBREE. ... 2
6. RMPOMEEE ... ... ... .. ..., 2

0. AMICEATHIEER ....................... 3

1. BRI o 3
(DFAG e 3
(DFER 3
B)AFROMA 3

2. HRA 3
(DF% (F41E) o 3
Q) PE4 (WATE) 3
(B) AT I (Stem) oo 3

3. REEACSUIRMER L 4

4. B REOSFE 4

5. b4 (maiE) IIARE. ... ... 4

6. EHA, W&, B5, L5&E5 ..., 4

I BERSICEATHIER ................... 5

1. WBMESOMERT 5
(DAL PRI .o 5
VIRME 5
)WRIBME 5
(4) il (o) . Bhoas, REA. ......... 5
G) BRYEJLARBE S ... 5
B) BRI oo 5
(XM TR ..o 5

2. B OEFESEMETFICBITHLEM. ... 5

3. BRI OMERRBRE, ERE. ... 5

V. 2FIZETHER ... 7

1. BTG 7
(DATEDEBI oo 7
Q) BHN ORI OMER oo 7
BRI — R 8
W BIFNIOWME 8
G)YFDMM .o 8

2. BUAIORRL ... 8
(D ARG (EYERGSY) OFE &L O

IR 8
Q) BMESEDWREE 9
()ENE 9

3. UMTEMRR OB R OB & ..o 9

4. Il 9
5. BATDHAREMD B HHKMEW. ... .. 10

6. WAOEFEEM FICBIT D REME. ... 10
7. TEER ARG ORTEME. . 25
8. Al & O EZEl WE LFRIZE ) ... 25
9. WHIME. . 25
10 e A 45
(D IEED LR - dE, S Fr
BRIRAS A - CARICBAT . ... 45
)AL, 45
G -5 46
WBEBROME. . . 46
11 B EnsEME. ... 46
12, FOMM. . 46
V. BERICEBYTAER. ... 47
1. BWEESUTNE. . 47
2. NREUISN RIS DR .. 47
3. HEROHE. 47
(DHABEEOCHEO#R. ..o 47
QY HEEHEDR TR - BIL. ....... 47
4. MEROHEICEETER........... 47
5. BREREGAE. ... o 47
(MR T—F o r— ... 47
Q) ERIRIEFESRER. ... . 48
) HEUSERRRBR. ... . 48
() RREFAIRRER. .. 48
(G)RBRE - JNRERIEBR. ... 48
G)VVRIEMIE . . 48
(DEOML. . 49
VI. EMEBICEHTDER................... 50
1. FEHEFRICEE S DAY I LEWEE. 50
2. HRFMER. o 50
() VEREA - ERBER. ... o . 50
(2) HZhZ A DB, ... 50
() TEHFEBLIRE] - FRfgelefd]. ... oL 52
VI. EMEREICEATHEH................. .. 53
1. MPEEOHER. . 53
(DIRHE EAZRMARRREE. o 53
(2) B R B CHER S U7y . ... 53
)HFE. .. 56
DOEE-JHHEORE. ... 57
2. WHEGRII ST A—HF o 57
(BT TS 57
Q)BIGEEERC ..o 57
)V ER. . 57
DI VT T A i 57
B) AT 57
(B) F DAt o 57
3. RHEN] (Ktal—iay) .. ..... 58
(D FRAT T 58
Q)NTA—HEHER. ... 58



A WRUIT o 58
S v ET 58
(1) i g — M BE P o 58
(2) Mg — FRAEBA RS rE ... 58
VAN ~DBATHE 58
(D) BEIE~OBATHE . 58
(6) DM OERE~DOBATME. ... 58
6) MIEEAFEAR oo 58
6. RE 58
(D) FREN R ORI . 58
Q) RHZE 53 DEE#E (CYP %) 04y
SRR, EEER 58
Q) WIELEE RO L NEDEIS. ... .. 59
4) R OIFEMEDF R NEMER . 17
TEELER 59
7R 59
8. NI VAR—HX—|ZETHIEHR......... 59
9. BITEICEIDERER ... 59
10. FFEOE EATAHBE. ... L. 59
11, ZO/ oo 59
VI. R4 (FALOFES) (CFJI5ER... 60
1. BENEEZOHAB ... 60
2. BORNELZOME ... 60
3. ZhEESIhRICEE T AR & EDHEHE. 60
4. MEROHEIZEE#ET HEEEZOHH. 60
5. HEEAREAKNEEETOMA. ... ... 60
6. FFEOYRAEARTHEEICHEHTIER. .. 61
() APHE - BIERESoHH8BE. ... .. ... 61
() BREREREEBRE .o 62
(3) FFRERERE = BE ... 62
W EFRREEATDH e 62
VTR o 62
BV oo 62
(T) /NS 62
B) WS 62
7T.MEER 62
(DAL ZOHA . 63
QPFHEELZOHB .. 63
8. BIMEM 64
(D ERABEWER & MIER. ... 64
Q) FDMOBEWER ... . 65
9. FRIRMAERRICKIETEE . 67
10, WEEL 68
1. R EOEE . 68
12. FOMODVEE 69
(D EERFEAICESSHER oo 69
(2) FERRARBRIC IS HH. ...l 69
X. JEERARERICEAT HIEE ... .. 70
1. BEERERER ... 70
(1) BEANERFRIRER ... 70
() Z2MEIRFIERBR . 70
B)ZFDMOIWERER ... 70

(2)

2. mMEREBR. . 70
(D) A G mtElBr. ..o 70
Q) G wEMERER. . 70
Q) EIEMERBR. ..o 70
W) BAJEMERBR. ..o 70
(5) ZETlFs TR BR. .. 70
(6) JRATHRIBMRRER. ... . 70
(N ZFDMMOR RN ..o 70

X. BEMEBEICEAYTSER................. 72

1. BRIy o 72

2. BB . 72

3. PEERRETORFE. .. 72

4. B EOWEE . 72

5. BERITEM. .o 72

6. [F—pdy RS ... 72

7.EBEAEAR . 72

8. RUENGE AT H A L OEGRE & LI

HEIVEAE A B, BRGEBRGFEA B ... 73

9. FRESUTAEM, ik E O &L TIEM

EOEAARRZONE. ..o 73
10. ARG R, iR RAREH B L OE
DI e 73

11, FFRAEHIRM. ..o 73

12, BEEMIRIEHIRICEET @, ... 73

13, BREa— R 74

4. BB EOREE. 74

XL, 3CHR. .o 75
1. BIFSTHR. ..o 75
2. TOMDOBEER. ... 76

XN, SEEH. ... .. 77
1. ERAETORBIRI. ..o 77
2. WSMNCRT DR SHREHR. ... 77

XM. B& .. 84
1. G - IRFE RIS U CHRR I 21T 5 12

HlzoTOBBER. ... 84
(B 84
(2) FAEE - BEER ORER G T 2 —7

OWEME. 84
2. TOMOBEBEE. 85



BREESR
2L (EBNCHIEBICBWTCiERT 5)

anji

(3)



I.

1

BMEIZBid 51EH

BAF DR

TUVET T = id, BEFOPUREMRE L TR0 R Y D, Z/FEE T 2= MERZ EEM
ETDIEERPREMIRE TH D, o, TOEBHPHREND RV « VAT ARZET A F—
(DSS : dopamine system stabilizer) &FEEILTWD V., AFRTIE 2006 I EHisns,

T VST —VEE 3mglBIR) - §E omg[BAIR) - 62 12mgl BRG] - §E 24mg (BRG], 7V BT 7 —L
0D & 3mgTBHYE] - OD & 6mg[BAYA ) - OD £ 12mg[BAIR] « OD &2 24mg (YR, 7 U B 7V — L # 1% [
RIROT V77 Y — VWIS E 3mg TR - WHIIR 28 6mg TEATR ] - WHIK 722 12mg B 11,
Meiji Seika 7 7 L~HRASHNHBEERS & LTI E2MEE L, KE% 1121 % 2 5 (CFpk 26 4F
11 A 21 B) ICESEHBEKORRAIEZHE, ZEMERR, EWFrRSEMERBRE M L, 2017 4
2 HICAKGRE IS, R4 6 AICREICE -T2, £ LT, 2020 4F 7 AIC TRHGMEREE 2351 2 BUER O
U BT B R0HE - IR L OIS - RO A RKREE B L,
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(D1 B 1ESUL 2 [ERE OS5 OIFEERPUEHRIETH Y . THRAKTVE], DIRMEREEIC BT 5 Bl
WOUGE] ITHEIEDRD BN TWD, (47 HSHR)

Q) A FFEDOBMIEIRET LV E LTIHAESR TWAEAZ T2 I v~ AICBITA, A X
V7 X VUBEREBEEINC LT TV BT Y — VTR RO U BT ) — 10D §E T
BN R %2R Uiz, (50-52 HZH)

(3) 7 v MIHREIRO#KE (BRKREKHEOKN 10 F8E) Lzl 0ReMEiHMiL T\ 5,

(70 HZMR)

WD BERZBEEME LT, EBMEGERE, EBRESAIRDT, A LY X, TF7 4 FF 2 —,
BB RUERE . BEIRISVES b7 o R—= A BERRIBVERIE, (i, i, MERIERAE, A ek
Wb, MZERE, RMEIRMAE, HFEREEERL DN Z L3H 5,

(TVI. 8. (1) EARZREIWER & wIHIELR ] OIS H)

& m DO RF|FRIEE

(1) gEAI, 0D &2 L bicHmEIRIRAIC, WEcI 7V er7 >y —n), & (135, 6], N2)H 25\
241) ROTHEIZHIRILTWD, (T HZH)

(2) 2RI D 24mg $E. OD $ED 24mg SEIZITE B H L ERREZ AN TV D, (T HEH)

EIEFEAICE L TRAMI NEHEH

i A B9 5 & A p_—
e HHEE T A KT A %%
RMP e
BMOY A7 F/METEE E L TER STV L EM e
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AT HIRE

AR5t %

(1) 04
7V T T —/LEE 3mg [BHIA)
T U ST —)LEE 6mg [HHIR]
7Y ST —EE 12mg TG
7V T T Y —LEE 24mg TG
7YY —L 0D EE 3mg [HYE
7YY —L 0D EE 6mg [HVE
TV ETZ—/1 0D 12mg [BHIE ]
TYUETS 5 — 0D EE 24mg TG
TVETT— 1% [BHIB)
TV T T — VNS E 3mgBRTA )
TVET T VNS eng[BRIR)
TUET T — VNS 12mg TG |

(2)F%
ARTPIPRAZOLE Tablets [MEIJI]
ARTPTPRAZOLE OD Tablets TMEIJI]
ARTPTPRAZOLE Powder [MEIJT|
ARTPTPRAZOLE Oral solution [MEIJT]

(3) BFFDH%E
— 4 + AT + ik (B &) + THA)
OD #E : Orally Disintegrating Tablets

— i
(1% (@HR%)

TS — (JAN)

(2) %4 (ardik)
Aripiprazole (JAN, INN)

(3) AT L (stem)

psychotropics, phenylpiperazine derivatives

: —piprazole?
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Cl

4. R FRARUDFE
R CysHy7C1,N;0,
Iy 1 : 448. 39

5. b8 (X)) XEIAXEHE

7- [4- [4- (2, 3-dichlorophenyl) —1-piperazinyl] butoxy] -3, 4-dihydro—2 (14) —quinolinone (IUPAC)

6. ER%. Al4a. BE,
MM ER e L
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M. BADICET HIER

1. ¥ELFY]

g1

(M) 48R - K
T IS T —)LEE 3mg « 6mg + 12mg * 24mg[AAYR). 7 U ¥ ' —)L 0D #E 3mg * 6mg * 12mg * 24mg
IR, T U ET T — )V 1% R
HtaOfEmEOMEKETH 5,
TV ETT Y — VNS 3mg - 6mg - 12mg YA |
Ha~eE H e OfE s SUTREmMEO MR TH 5,

(2) AEtE
AR L

(3) Rt
AR L

DR (PR, HR. BRES
M ER L

(5) BiR L ARHE T 40
AR L

(6) P ECIZRER
M ER L

(T) Z DD E At i
AR L

2. AR SODBERFHBTICETSREN
LRk L

3. AMBS DHERRRE. T
TR BRI
T U BT T Y —)VEE 3mg - 6mg + 12mg * 24mg TBYR |, 7 U ¥ F >~ — L 0D §E 3mg - 6mg + 12mg * 24mg [ ]
Bl TUET TV — L 1% A
(D) FRARIN A2 S VAEE (BAET U 7 LEERITE)
QEkrsa~ NTT 74—
(3) By A X B4 I V5



TIUVET T — VNS E 3mg « 6mg + 12mg[HAYE
(1) E&4\ mI R S B I B
Q) AL AT S ARIEE (BAb U v AEEARNE)

Emik
T YU BT T —)LEE 3mg ¢+ 6mg * 12mg * 24mg BV . 7V ¥ ' —/L 0D $E 3mg * 6mg * 12mg * 24mg [ BH
B, TIETT ) — L8 1% 1G]

Wik~ 777 44—

T YT T — VNS 3mg + 6mg ¢+ 12meg [ HAYE |
B FETE E 1k
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(1) Flfz DR A

T VYT T —/LEE 3mg + 6mg + 12mg + 24mg[BAIE] : FEbE

TYUETZ—)L 0D #E 3mg + 6mg *+ 12mg + 24mg [FAE |

TIUETT— B 1%HHIE]
T VT T — VNS E 3mg ¢ 6mg + 12mg (BTG @ WEA

i el

 RBE (DR AREEEE)

(2) BEIDHER B UK
SN |7 By
i 7 4 t —
* =N {8 (mg)
TIUVETTY—VEE 3mg | ]
Ry B 90
JE X 2. 5mm
7Y ET T — L bng —
— =E<) 125
JEE 2. 6mm
TUYUE ST — Lk 1
12mg TS | B 170
8. Omm 2 X 2. 8mm
B P N rd t" =) 771 o =Ny
TVET TG @ i 57 e @
24mg [H1YE | 340
R 13. bmm, £ 6. bmm 2 X 4. 2mm
TIESZY— 0D §E S
3mg (14 a 85
TIUETTY—)L 0D BE
6mg [BHIR ] A& 115
TIUETTY—)L 0D BE
12mg (B4 A 230
SN 7IET | [ZV—Ib
TUETTY = 0D b |, ’ :
I 24 OD 8
2dmg W ) B 460
R 16. Omm, £ 7. 8mm 2= X 4. 3mm
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W 5t 4 ji)
TIVETT— 1% THR] H
Ik 52 4 PR pH

T VST = VNS SmglBATA

7 VT T NEIRSE emg IR

7 I T T VNRRSE 12mg [HTR)

EEFHOWR T, HE

BdH5,

2.7~3.5

@) @Al a—k
M LR

(4) HF DYtE

7Y ST — /b 3mg + 6mg * 12mg + 24mg B |
TVETT Y — B 1% TR

MATE] .

WHPE - TIV. 9. i) DIEZ

T YT —/L 0D SE 3mg ¢+ 6mg + 12mg + 24mg

TIVET T — VN8 3mg + 6mg + 12mg[HAYA
pH : TTIV. 1. (2) WA DO K OMER | OISR

(5) T DAt
M LR

HEN DM
(D ERAES CEMERS) OEBRUHMHA
s A Bk oy ;
x5t 4 (1 ) woom

D~r=h—, FABHALT T A, KEBREL Ry

TIETFITS— g T U BT V— ) |lertrua—X EFRAR—ZA b RuaFiutb it
3mg [HHIG) 3. Omg Na—R ATT YV VBT Ry LA BREA2 5T LI
=7 AL —F

ey R D-~r=F—/, KEHEE Fuxi 7o itlo—2
J ¢ VLB J B S — b , ’ o —
GTJFHH?‘*T/ v i ZOJ 77 tFuAn—2Z, b RoFdFyrotikio—3x, AFTY
mg H - Vg N S AR
oo s NN D-~vr=Fr—L, [EKEHEL Fexi o lE/la—2R
J ¢ VLB J B S — b , ’ e —
172) W;‘Z'Zj/ v B I};()) 77 truAn—2A, b Ro¥dFiFobikio—R, AFTY
m; . um, sy S, A — gy
g 1P & M S IENE (473
o . D-wr=h—), EKEHEL FuFd ot lklo—2A
U B S — L J ¥ v — L ¥ :
;Jréﬁy/ IV BE ;é g I R N 1 2 T )
m . Um S N IR,
g H & S Sy N Y5
D-wr=h—J, fEfmELR—R, FTFRIUT T
ki, IKE#HE L Foxs 7o lklo—2, b Raefxy
TIUETFS)— L 0D| 7 VTSI — | Faeibern—R, BEEKTF A, TR T AL
€ 3mg [HATG) 3. Omg T—b (L-7== VT I7=1bEW) . TRALT 7 590

A, TRNMBATTINF N) UL BRAEG2 ST
=7 AL —F
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TIVESTS—=L 0D | T VST —
£ 6mg THHYE | 6. Omg

D-vr=h—, fifmErr—2 KEREE Koo 7o
vlrtra—R, hERma LTS UERY, B Rex s
ok ia—A, BREEKIARE, T, T AL
T—b L-T==AT 7= 46, TRALT 7 5TV
A, TNVEBATT VNS N TN

TIETIS—=L 0D| T VST —
#% 12mg [BVE ] 12. Omg

D-vr=h—/b, L —X KEHREE ReXo 7o
vrtra—R, huEma LTS UERY, B Rk
Tua e ia—R, BEEKT AR, TIVEE T AL
T—b L-T==AT 7= 6. TRALT 7 5TV
U, TVRAT T VLS MU v L A= T ER{bEk

TIESIZ—L D| 7T VST —

D-vr=Fr—, FERELE—2 [KBEBREE FuX 7o
Elklo—2, hyEma T UERY . B FeXxy
Tuikin—A BEEKT AR, T~V T AL

5 THH S
fit 24mg T 24. Omg Feh (LT z2=AT T2 AbBW) . TEALT 7 5 Y
T, TABATT I N T A, = bk
73] AAY
W5 4 ﬁiﬁf w oM
TIETIZY—LE |7V ET T Y — | kY, hvEaavsroTr e Redrraet
1% THAYG) 10. Omg a—RA TAFEINT T A
iR 58 4 H 2 sk 4y wnom o w
. 3mlL HY
TUVETT Y — N e s
- : = —
sy amglzey | VBT 7Y ‘ ‘ ‘
3. Omg B7YVEY L, TRELYZ Y a— HEEE, DL-V v 3,
TSy | O KEAET U b, 27 MR R U U Lk, T AR
P4y 6mg IS | TIUIETIT = | BEEFRATF N, NITFTXFVERER TN, A7 Ta—
FEOIETI ] 6 omg AL B YT
) 12mL, o A=
TIUES TV — LN .
. y ) — )
FHIR5Y 0, 12mg TBATR | A
12. Omg

Q) EEBEEDERE
24 LR

Q) a8
M ER L

RTBERBEOHREUVRE

AL

paiiil

ARV




5. BAT HHREED & 5 R3EY)
A EE L

6. HEDEEZHTICETIREM

[FEAl ]

7Y ES T —LEE Sme [BATE )Y

ZEW | RF . TRAF .
sm | zm | PR g PERRH WERPIAIE | B 0
PR H DR a0 HEHE
TR BR (1) - fEsEaER (2)
PTP/ 7 /L I 48 - MHEERRER CBER A E) *1 *1
Gty | 07 - L
FRHE (%) 93. 1~100. 6* 92. 6~99. 2*!
% 40°C TE L GHRR 8 %) 99.3~102. 1" 99.2~101. 3"
g | TR PEIK HeokiE | reokE
YT L Eﬁ%ﬂ%ﬁ%ﬁjl) Teseaii (2)
o 6 5 i . ﬁlzr;fujit%’ﬁ (*Ef%?’fé) *1 %1
(EIEHIAD ) il
B (%) 93. 1~100. 6* 92.9~98. 5%
TERTE Gt R &%) 99. 3~102. 1" 98.9~101. 5%
PR H DR F a0 HEHE
o IR ) *1 *1
40°C %%%gé)xﬁﬁ T (%) 88.1~94. 5" 92. 6~94. 7%
TERTE Gt R &%) 100. 5~100. 7* 99. 8~100. 1*
—_ fEEE (N) 50~54 49~53
PR HOOHESE RENOES
) HIEEARER CERE) *1 *1
72;)%{ B (%) 88. 1~94. 5*! 89. 4~91. 2%
. TE RIS G R %) 100. 5~100. 7" 100. 5*
gé A EE (N) ™ 50~54 47~54
A ik HEORHE | HEoRE
. L HIEEARER ) *1 *1
6@%{ %%%;%g;ﬁ B (%) 88. 1~94. 5*! 93. 7~95. 6"
TERTE Gt R &%) 100. 5~100. 7* 100. 0~100. 6*
6 il T (N) ™ 50~54 47~50
PR H DR RENoES
) HIEEARER CERE) *1 *1
9?‘;)%{ B (%) 88. 1~94. 5*! 72.0~80. 1*?
TERTE Gt R &%) 100. 5~100. 7* 100. 8~101. 4*
T (N) ™ 50~54 30~32
*1: ARFIO THAK R OGRBRGE) ISl Lz, %2 35|

*3:6 H HORF S THME L V&ML=,

a) @ EIAER
b) : HJR—xalERiE  RAI—VERBRE SR —

PERAR 2 520t L 72,
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LETENE o . fEE
S | an | mees | gl AR SRR SRR TR
PEIR HFOORELE S RIDES
we | mars 2 MR iz R) %1 x]
75%RH (B 6 % H TEHME (%) 88.1~94. 5% 94. 2~97. 3"
FERE GHERR &= %) 100. 5~100. 7* 99. 9~100. 7
TR ()™ 50~54 53~58
PEIR HFOORELE S RDES
*pﬁ; - MR EiER) %1 x]
= 609% Rl PTP 6» A W (%) 88.1~94. 5*! 93.4~95. 1*!
B FERE GHERR &= %) 100. 5~100. 7* 101. 0~101. 3"
fi B (N) ™2 50~54 47~50
PEIR HEOFREE S RIDES
30001ux . 400 [ L RER BRI E) *] *1
©5C - \/(;ﬁﬁ;)y (120 75 WHE (%) 88. 1~94. 5* 90. 1~93. 0*!
60aRH) lux - hr) TEBTE O R %) 100. 5~100. 7* 100. 2~100. 9!
T (N) ™ 50~54 48~51
*1 0 RFIO RS LR OREB L CHEE Lz, *2: 25H
L & V7o nEERER (40°C, T5%RH, 6 » H) OfER., 7V © 7 Z Y —)L8E 3mgTHIIE | 1@ O
Fﬁ%(}lu TICBWT3IERZETH D Z & nHEHl STz,
7Y ST —LbE bmg [BIG 0P
TEM | RF e PRAF . JEES
. Py R ﬂ;i;g HBRIE H e, Frereye.
E27N B DFEEE M0 FbE
fieBeR (1) - fEFRRAER (2)
PTP/ 7 /L I 4% 6 5 A - AR CERED *1 *1
(REIRHIND )P - B —
W HE (%) 94. 7~98. 4* 91.8~98. 9"
% 40°C TEBTE O R %) 99. 3~100. 4™ 99. 2~100. 4*
A PESR F DR A Db
RYzFLv BB (1) - HeaakBih (2)
KA 6% A - SRR ClERR I ED %1 x]
(G752 IVNUDRY - BUAIH)—
TEHME (%) 94. 7~98. 4" 93. 6~97. 7"
FERE GHERR &= %) 99. 3~100. 4*! 99. 3~100. 4*
PR EREXPES T EREXPE S
W . fili B a R G E) *1 *1
gfé 40°C %%@(;;,é)]ﬂi 3 5 f Vs (%) 89. 5~93. 0*! 90. 6~92. 8"
#® T Rk G R %) 100. 6~101. 0* 99. 6!
T (N) 55~62 59~62
7'&%'10) [k R OB 1R IClEE Lz, *2: B35
) IIIIJ
b) : El )% MeEkBRiE A —rERERE AR R A S L,
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7 E M s .
T | 4w | mERE | U PRI WERPIAIE | B 0
PR [SRENE <7 SRS
- ISR ) *1 *1
75%RH 3nA FRHE (%) 89. 5~93. 0* 91.1~92. 8"
TERTE Gt RR &%) 100. 6~101. 0* 100. 2~100. 3*
fEEE (N) ™ 55~62 54~58
PR ER=NOE S SRENPE S
Jec HIEEARER ERE) *1 *1
60%RH B (%) 89. 5~93. 0*! 92. 8~94. 4"
TE A Gt RR &%) 100. 6~101. 0* 100. 4~101. 0*
BT 7 A fil B (N) ™2 55~62 54~60
(BHA#) LN SIEIGE A DR
Jec AR ) *1 *1
919%RH B (%) 89. 5~93. 0*! 87.3~88. 5%
. TE RIE G R %) 100. 6~101.0" | 101.1~101.6"
2 6] T (N) ™ 55~62 30~34
N PR A0 FEE SRENPE S
0c HIEEARER ) *1 *1
754RI B (%) 89. 5~93. 0*! 91.2~92. 4%
TE A Gt RR &%) 100. 6~101. 0* 100. 2~100. 7*
T (N) ™ 55~62 59~61
PR A0 FEE SRENPE S
- il AR (R E) *1 *1
60%RH PTP B (%) 89. 5~93. 0* 92. 3~93. 5%
T Bk R &%) 100. 6~101. 0* 100. 5~101. 2"
T (N) ™ 55~62 58~61
PR A0 FEE SRS
30001ux . 400 i RAER GREE) *1 %1
@5C- oY (120 75 B (%) 89. 5~93. 0* 90. 0~93. 9*
60%aRH) (B0 lux * hr) Bk (b B wl w1
TE A G FRRE%) 100. 6~101. 0 99. 7~99.9
T (N) ™ 55~62 50~59

k10 RO RS N OFRER D515 )

Al 6 2 FI 7= 0 ERER (40°C, 75%RH. 6 » H) OfEHE. 7V ¥ 7TV — )LEE 6mgBATE]
BWTSEMZETHD Z EBHEN S,

lﬁ%(uu G

WA LTz, *2: B25E

_12_
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7Y ES T — ) LEE 12mg [BIR Y9

LM

PRAF

AT

s | ozm | PR HRH SRS A T
PEIR H D RGE D HESE
AR (1) - Rt (2)
PTP/ 77 /b 4R 6% A - MEERRER Gt ED) *1 *1
(FIA D ) o U D)
B (%) 96. 5~100. 6* 96. 2~100. 2"
fg 7222?%14 TE L GHRR 8 %) 99. 5~100. 1*! 99. 4~100. 3*!
B Mtk Hita Db T
HyzFL o RSB (1) - feaakBh (2)
Fas 6% f - MEERRER Gl ED) *1 *1
(HHRFIN D) - B
B (%) 96. 5~100. 6* 95. 4~100. 3"
TERTE Gt R &%) 99. 5~100. 1*! 99. 6~100. 1*!
Pk HDRGE D HEsE
o HIEEARER ERE) *1 *1
40°C %%ﬁ}%;)xﬁﬁ VI (%) 92, 3~95. 2*! 90. 2~95. 4*!
TE A Gt RR &%) 100. 5~100. 7* 99. 9~100. 0*
—_ TR (N) 55~58 58~65
PR HODOFHESE D HESE
- HIEEARER ) *1 *1
75%RH B (%) 92. 3~95, 2*! 91.8~93. 2%
TERTE Gt R &%) 100. 5~100. 7* 100. 3~100. 6*
T (N) ™ 55~58 54~60
PR HDRGE HODHESE
) - HIEEARER ) o *1
| 60%kH VA HHPE (%) 92.3~95. 2" 94. 0~96. 3"
#® TE R Gt R &%) 100. 5~100. 7* 100. 6~101. 4*
Ko7 5 AR il i (N) * 55~58 53~60
(BHA#) LN EREIGEE B DR
- IR ) *1 *1
91%RHl 6 % H B (%) 92. 3~95, 2*! 89. 7~91. 2%
TERTE Gt =R &%) 100. 5~100. 7* 101. 7%
T (N) ™ 55~58 27~33
PR HDRGE D HESE
o i RAER GREE) *1 *1
754RI B (%) 92. 3~95, 2*! 93. 4~95. 4"
w5 G RRE%) 100. 5~100. 7* 100. 9~101. 6™
T (N) ™ 55~58 54~62
*1 At%IJO) DE R OB IE) IZEA LTz, %2 B5E

a) :

b) : EUEJ kB BRI —MEABRE SR

IIIIII

PR 2 F2 e L 72,
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ZENE | RAF N e . g
N A ARBRTE
stw | gt | PR gap A SRR RER T I
EXIN HEDOFEE HEOHESE
- MRS RBR CERED) *1 *1
609% Rl PTP 6 % A B (%) 92. 3~95. 2*! 94. 8~96. 0*!
. TEBE R EY) 100. 5~100. 7% 100. 3~100. 8*!
gé AR (N) ™ 55~58 56~61
B ik BEORHE | BEORE
30001ux . L | 400 R AR i) %1 *1
(@5C - o (120 15 A (%) 92.3~95. 2*! 87.3~94. 2!
60%/RH) (B lux « hr)
ux - hr TE Rk R &%) 100. 5~100. 7* 99. 8~99. 9*!
il i (N) *2 55~58 55~58

k1 ARFID THME K ORI ICEE LT,

*2 1 ZENE

IR 2 IO T2 INEERER (40°C, T6%RH, 6 » ) OfER, 7V © 7T Y —/LEE 12mg [IATE 1318 % O
HGHE FIZB W T 3 FRLETH D 2 & 3MHER S iz,

7Y T TV —VEE 24mg[HIR) V0V

EME | R . e . R
- JHE FRBRIR
sm | ape | VPR gan A IR RER T I
YT WARBDIEME D | IRIREODOFEHE D
HRRAY OFEE | B OFEEE
LA R (1) - Mt (2)
PID/T AR g | - MUERE CFiRED 1 1
(RLERFIAN D) o U D)
B (%) 95. 5~98. 6! 95. 1~98. 1*!
% 40°C TE L GERRE%) 99. 3~100. 5" 99. 5~100. 4
B | TR P YA GO O | AR G O T O
‘ FIRA D OFEE | EIRA Y OFEsE
RYxF L TERRARBR (1) - FERRARER (2)
i 6 » A - WU RER CERE) *1 *1
(BEARFIAD )2 - g D)
TEHE (%) 95. 5~98. 6*! 95.9~098. 6!
EEE IR TREY%) 99. 3~100. 5*' 99. 4~100. 1*!

k1 ARFID THME R ORI ICEE LT,

a) @ TAERL,

b) : HR—fkaBRiE  BGHEMEERE B RN IR A S LT,
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ZENE | RAF N A7 . IS
- RAFTERE RERIA B
R % A R BR G FERIE T IRF
. WIRBOFERIED | IR EOFEHED
ERAD OFEE | ERRAD OFEHE
PIP)T L < £ TR (1) - FeRRatBR (2)
e oy | 24 A |- RUERER SR %1 %1
(FEIRAIAD ) P )
Ea) M (%) 95. 5~98. 6*! 94. 5~99. 0*
%!‘?i 25C TEBE R EY) 99. 3~100. 5*! 98.1~101. 1*!
fr | G0%RH ot WARBOHIIEO | YA OH O
@ EHFAY OFEEE | EHAY OFEbE
RYyxzFLyv Foni (1) - feaBatiR (2)
s 24 % H - FlEERRER CEfi'E) %1 *1
G INDR - B ©)
TEHE (%) 95. 5~98. 6*! 89. 0~99. 3*!
EEE IR TREY) 99. 3~100. 5*' 98. 8~99. 9*!
. WIRBOFERIED | IR EOFEHE D
EHRAD OFSE | EIRRAD OFEHE
0C BtaH T AN SR R E) *1 *1
(F+2) TEHE (%) 88.9~91. 4% 89.9~092. 2!
EEE IR TEY) 99. 7~99. 9*! 99. 0~99. 2*!
3 5 5] il i (N) 78~84 74~81
Pk WHREOFERIED | S FREOFEMIED
ERAY OFESE | B OFEEE
30°C i ERER R E) *]1 *1
75%RH B (%) 88.9~91. 4" 89. 7~92. 9*!
EEE IR TREY%) 99. 7~99. 9*! 99. 5~99. 7*!
R (N) ™ 78~84 72~78
. WHREOFEMRIED | IFREOFEMIED
EIRRA D OFEE | FIRA Y OFEbE
gé 95°C WEE SR GERWE) %1 *1
g;t 60%RH B (%) 88.9~91. 4* 92.9~95. 0*!
' TR R %) 99. 7~99. 9*! 100. 4~100. 7*!
a7 T AR R (N) ™ 78~84 T1~77
(BAAD g YRADHEFO | YRt BO
EHRAD OFSE | EIRRAY OFEHE
295°C MRS SR GERWE) %1 *1
91%RH 6% A M (%) 88.9~91. 4*! 90. 3~93. 0*!
TEBE R EY) 99. 7~99. 9*! 101. 7~102. 0*'
il i (N) * 78~84 43~49
. WIRBOVERIED | IR EOFEHED
EHFAD OFSE | ERRAD OFEHE
40°C i ERER R E) *1 %1
75%RH A (%) 88.9~91. 4*! 91. 4~94. 1*
EEE IR TREY) 99. 7~99. 9*! 100. 6~100. 9*
il i (N) *2 78~84 75~82

*1 0 ARFND THES R OBRER T L) ICHE Lic, *2: B8, o) @ ke ERP (36 » H F CEME &)
b) IS, o) : AR REBRIE WA —IERERE SR VERBR A i L 7,
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EME | R N e . R
b e AR TH
s | g | PP ] A AR AR T
YT WARBODIEME D | IRIREODOFEHE D
BB D OFsE | BIHAA D OFhe
25°C WA CERE) %1 *1
PTP 6 % A = ” “
60%RH M (%) 88.9~91.4 92.2~93.0
. TEBE R EY) 99. 7~99. 9*! 100. 4~100. 7!
Fé R (N) ™ 78~84 72~179
\ YA EDORENIEO | YAk ORI TE O
R PR
' EIRRAD OFHE | BIFRA D OFsE
W0l | | OO | ek R D *1 *1
éﬁi’/aim (B 1) 1511)(2.0}3 Vi EAE (%) 88.9~91. 4" 82. 7~90. 6!
E&E IR TR EY%) 99. 7~99. 9*! 99. 5~100. 0*'
il i (N) *2 78~84 70~77
. WREDORETHY | WIRBOFEFETHY
SYEIRITRFR G | ERIISRR G
95°C | Bt T AN iSRS GEiaid) *]1 *1
~ 60%RH (BB 3N - 72| 92.2~94. 4" | /2| 91.5~96. T
| R HME (%) - -
% Al 93.5~95.6% | £ | 92.3~96.7
g TEBE R EY) 98. 4™ 98. 7%
& Pk BREORETHY | WIREBDOREETHY |
ng SEmITSAG | SEmEIISERG
g | 00w || 05 IR G ED %1 *1
gi};m (B0 lux - hr Vb (%) e | 92.2~94. 4% | /2| 91.7~97. 1%
o ° #| 93.5~095.6" | £] 92. 5~95. 7"
TEBE R EY) 98. 4*! 99. 1*!

w10 ARFO TS R OBEBRTT IR (ISl G Lz, *2: 250E

BIHERLE 2 O T IR TR (25°C. 60%RH, 24 % A) @

ARG Rz v, TREMET — 2 ORI

BI04 RTA4 ) CPRK 15426 7 3 Aft, EFAEIEH 0603004 5) 125D < MEaHiRpT 2 Ik L 7o
fEF, 7V ET T —)VEE 24mg TR 3@ F O TG 2B\ T 3 FHEZETH LD T & AR S

Nz,

_16_




[OD #E]
7 U 7TV —L 0D b 3mgl R0

TEMW | RF . TRAF . (RS
wm | s | FPPE g A SRR AL B T
PR HEOFREE HEODHEEE
fieRaklen - ISR (it
PTP/7 L < 48 WD) - WA - ks 1 *
sy | 67 A () 628" To~ar
FRHE (%) 88. 0~95. 3*! 93.5~98. 7*!
?;;E 40°C TE R RHRR %) 101. 4~102. 3" 100. 6~102. 1*
5| To%rd Ptk FaoHGE T oG
el }Eﬁt'ﬁ% . %@Eéﬁ%’f (Ekx 1 1
o W) - WEE Y - KGy
(ELE';;E;@)@ o7 AR (7)) 16~28* 17~25*
TEHME (%) 88. 0~95. 3*! 92. 6~98. 3*!
E R (R TE%) 101. 4~102. 3" 101. 7~102. 8*
PR HEOFREE HDHEHE
HIEERER GHiRED) - Koy *1 *1
40°C %%éf?z#li 3 A AR (7)) 20" 16
(BH2) R (%) 90. 8~95. 9*! 91. 0~95. 7%
FERE GHERRE %) 99. 2~99. 4* 98. 4~98. 6*!
fil B (N) ™2 36~46 40~41
PEIR HROFREE HEODHEEE
HIEERER GHiRED) - Koy *] *3
30°C RAEEE (FD) 20" 11
o 1% A -
75%RH TRHME (%) 90. 8~95. 9*! 94. 9~97. 1"
. iE BE G R B %) 99. 2~99. 4" 99. 0~99. 1"
ik %%@(;?ﬂ;;*ﬁi R (N) 2 36~46 93~25
i § PERE a0k HOORGE
fli gl Qi E) - K5y *1 *1
25°C RAEEE (FD) 20" 13"
60%RH FRHE (%) 90. 8~95. 9* 92. 4~100. 2!
T ik R &%) 99. 2~99. 4% 100. 5~100. 6*!
TR ()™ 36~46 27~30
6% H
PR HEOREE HODHEE
HIEERER GHiRED) - K5y *] *1
25°C - AREEME (R) 20" 20"
60%RH VA (%) 90. 8~95. 9" 96. 3~99. 7!
FERE GHERR &= %) 99. 2~99. 4* 100. 2%
fil B (N) ™2 36~46 35~47
*1: RO THFE RO TE] (A L,
*2 1 BEfH
*3  FUERER GEEWED) 1IN TH 7208, AT 1 » H OB TENA R S, K> S Lz,
a) : el gEmL
b) : AJR—iakERiE AR —ERBRE SEY R A i L,
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ZEM | RAE N e . R
D A AR TH
Y i T PR RPN S T
EXIN FRODOFE HEOFEE
N HWIERER CEBWE) - K5 *1 *1
g | OOy [ 00 W () 20" 13"
E ©5C - A (120 77 — - - —
BR 60%%4RH) lux - hr) FEHIE (%) 90.8~95.9 92.3~94.1
TEBE R EY) 99. 2~99. 4*! 97. 6~98. 5*!
FiFE (N) * 36~46 33~37
*1 0 AFNO AR ORBRGE] [ClE L, *2: 25ME
S, 2 N7 ISR ER (40°C, T5%RH, 6 » A) OfER. 7V v 75 —/1 0D §E 3mgBIIE ) 1@ &
ODrhizE'ﬂuL W TFICBWTC3HEMZETHD Z ERHEI E T,
T U ST —L 0D BE 6mg[BYE |1V
TENME | RAE PRI . g
N A ABRIE
Y e AT e SR T
PR ERENREA 8.0 i
TERAER - METRER % ‘1 ‘1
PTP/ 7 /L 48 WED) - B —PE D - Ksy
Gy | 67
LR A (7)) 19~24%! 19~27*
M (%) 90. 6~97. 1*! 94.6~101. 3"
% 40°C ERRBR G 2R &%) 101.0~102.2" | 100.9~102. 6"
By | TO%eRI PR A R b
; . SRR« PR (ER%
RNy xF L
eoe o5 |PED WD ks *l *1
G5 NDR HEEE (FD) 19~24% 19~26"
M (%) 90. 6~97. 1*! 93.3~100. 7!
TE BB (R &%) 101. 0~102. 2* 100. 8~103. 0*'
TERIN ERENE 7 ERNOF s
- WEEEER CERWE) - Ky *1 *1
M A0°C W77 2Kk 3 A AN (7)) 23! 22%1
i (€27 %)) e " "
B P (%) 90. 7~98. 8*! 94.9~98. 5*!
TE &k R &%) 99. 6~100. 3* 99. 4~99. 7
FiFE (N) * 41~48 35~42
*1 o AFID THE K ORRERTIE] (IS LT,
*2 . BEMM
a) : AlERLE . b) o R AREBRIE BRI —RERE SRS MR E EE Lz,
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TENME | RAE PRAF . fREs
N PRAFERE RERIA
M | i # s A SRR DA SR T
TERIN a0 FE 8.0 i
WEE R CERWE) - Koy *1 *3
30°C U A HABENE (7)) 23" 13
75%RH S ¥l ¥
P (%) 90.7~98. 8 91. 1~95. 6%
TE &L GFR R E %) 99. 6~100. 3* 100. 1~100. 5*
et A T (N) ™ 41~48 22~25
(B Ptk (4 €00 F i o FbE
TR CEiEE) - K5y *1 *4
25 HEEE (FD) 23*! 17"
60%RH BT (%) 90. 7~98. 8*! 95. 1~98. 1*!
. TERIE IR %) 99.6~100.3" | 101.0~101.5"
ik o B (V) 41~48 25~30
B TERIN ERENEA ERENOF
R SR CERWE) - Ky *1 *1
25C TP AN (7)) 234 23"
60%RH o~ ” »
P (%) 90.7~98. 8 96. 7~100. 5
TE &L GFR R E %) 99. 6~100. 3* 100. 6~100. 8*
il i (N) *2 41~48 30~33
TERIN M0 FEE [0
TR CEiEIE) - K5y *1 *1
30001ux R 400 BEf - 1 ¥
osc- | TV | g FERHE () 23 17
60%RH) (PO lux * hr) BT (%) 90. 7~98. 8* 94. 5~97. 0*!
TEBE (R E%) 99. 6~100. 3*! 99. 6~100. 2*!
R (N) ™ 41~48 32~33
*1 o AFIO DR EORBTE) IClE Lz, *2 : 251
*3 : MEEERAER G 13BN TH o708, AT 1 o A ORESCHEIINMA R Hav, R Dl L7z,
*4 : MEETAER ERWED 13BN TH o703, K53 2 ERORER THIN R S 4L, kD b Lz,
SR 2 P72 IdERBR (40°C, T5%RH, 6 % A) OFEHR. 7V 75— /L 0D §E 6mgBIVE | 1308 &
@m%m%Tkkw13ﬁﬁﬁﬁf%é_&#%wéMto
T U ST —L 0D EE 12mg BV |10
LENE | RTF . RAF . FEE S
A JHE B IE
s | oz | PR g A IR IR T
PR B DHEGE e (0,00 FEBE
- eRBaBR - MUEERER B ‘1 ‘1
Y W0°C | PIR/TARE | WED) « A D) - koY
?ﬁt 75%0RH (M%Mm@ 7 AR (D) 21~29*! 99~29*!
B (%) 85. 9~98. 1*! 94. 2~98. 3*!
TE B (RH R &%) 99. 8~101. 0* 100. 1~102. 0*
*1 0 ARFNO DEAG R OB GE) | i@/\u‘_o
a) : AEERLEL . b) - HR—MGREBRTE BRI —ERERE SRS MR A Eh L,
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ZEME | R e 1RAF . (SRS
wm | oz | FEPE | e PR BRI | W T
PEIR WD HEEE WD FEEE
R =7 24 . %t BEEp P
B | ORI G A ) 7 HASENE (7)) 21~29"" 93~29""
W (%) 85.9~98. 1*! 95. 5~98. 9*!
TE BB (RHRRE %) 99.8~101. 0" 100. 3~101. 5*
PR WD HEEE Wt DFEGE
HIEERER GHiRED) - Koy %] *1
joc | BEATA g HRHE () 25! 24"
(#12) R (%) 86. 5~92. 7*! 88.0~94. 1*!
T ik R &%) 99. 5~100. 2*! 100. 1~100. 5*!
i & (N) ™ 29~34 29~31
PEIR HEDFEE WD HEEE
fli B i E) - K5y *1 *3
30C Ly H HAENE (B)) 25" 19"
75%RH AT (%) 86. 5~92. 7*! 85. 4~89. 9*!
FERE GHERR &= %) 99. 5~100. 2*! 99. 2~99, 3*!
B o 2 T FE (N) * 29~34 18~23
(B0 Pk S DR R
- HIEERER GHiRED) - Koy *1 *4
[ 25C HASEE (F) 25" 28"
%ﬁ 60%6RH R (%) 86. 5~92. 7% 87.5~91. 5"
T Bk R &%) 99. 5~100. 2*! 100. 6~101. 4*
filf i (N) 29~34 22~25
6 % H
PEIR HEDFEE W DHEEE
fli gl Gl E) - K5y *1 *1
25C pTp HASAE (7)) 25" 27"
60%RH AT (%) 86. 5~92. 7*! 94. 0~95. 5%
FERE GHERR &= %) 99. 5~100. 2*! 100. 6~101. 9*
T FE (N) * 29~34 25~28
PR WADHEEE W DFEGE
— \ 00 B0 %@E*xﬁ%@ﬁf%@’%’f) - K5y %] *1
(25°C » /( ;ﬁ ;&)‘/ (120 FAZEME (7)) 25% 23"
60%RH) lux « hr) Y HIME (%) 86. 5~92. 7*! 93. 0~95. 5*!
T Bk R &%) 99. 5~100. 2*! 99. 9~100. 7*!
filf i (N) 29~34 22~25

*1
*3

*4

a)

AR O TS R OSBRTIE) ([CHEG Liz, *2: 25
AR CEBME) IR TH 7225, K3IE T » AR RTHIIIN R v, Bk S L7,

G B —MERBR A i L7z,

HETRER EGEDE) (IFUMENTH o728, KT 2B R THEINR R S, #kE 6l Lz,
CEEL L b) - BJRRERERTE  BGRY —MERRBRIE

AR 2 72 DINEERER (40°C. T5%RH, 6 % A) DFER., 7V 75 —/L 0D 88 12mg[HHTE 1 1d1@
WOMHGIE FIZBW T 3FEMELETHDH I LR ST,
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T YT T L 0D b 24mg B3R 101

LEME | RTF . ryes _ AR
A JHE RERIE
sm | oz | PR IR SRR SR T
. PAREDOFEMIED | IR ADFEHIED
ERRAD OFEEE | BRAY OFREE
PIR/T AL | o | D) - B - kY
(HARFIA D ) —
FRYEME (BD) 26~36"! 28~34*!
TEHE (%) 90. 1~96. 0*! 94.9~99. 1*
?;;E 40°C E B G R & %) 100. 2~101. 4* 99. 3~102. 1™
o | 7o i PR EOIIEO | ol & O MO
' ERRAD OFEE | BRAY OFREE
RYxzFLow FOaBR - MEERER % ‘1 ‘1
7558 6 4 H | WED - BURIE) 1k b ksy
(R ) A (D) 26~36"! 98~ 35"
TEHE (%) 90. 1~96. 0*! 84.0~101. 5"
TE R RHRR %) 100. 2~101. 4* 100. 1~102. 0*'
. PAREDOFEMIED | IR AOFEHIE D
ERRAD OFEE | BRAY OFREE
‘ R GG - K5y *1 *]1
40°C %%g;fﬁ 3 5 /] HABEME (FD) 27! 291
B
TEHE (%) 89. 3~93. 4*! 89. 7~92. 1*
EEE IR TREY) 99. 8~100. 3*! 97.9~99. 2*!
I (N)* 54~63 58~64
. YR DRG0 | Yt DRSO
EIRRA D OFEE | FRAY OFEE
e . iR CEEED) - Ky *1 *3
B 722/; Y FABENE (7)) o7 o3
B ° M (%) 89. 3~93. 4% 84. 7~86. 6*!
TEBE R EY) 99. 8~100. 3*! 100. 0~100. 9*'
W77 2K il & (N) ™ 54~63 37~42
(B g YREOHERBO | SR aOHEH KO
ERRAD OFEE | BRAY OFREE
R CREIE) - K5y *1 %4
25C 65 A FRHTE (1) o7 317
60%RH -
TEHE (%) 89. 3~93. 4*! 89.5~94. 7*
EEE IR TREY) 99. 8~100. 3*! 99. 9~100. 6*'
I (N)* 54~63 46~55
*1 o AHFO DR ORBRGIE] [ClE L, *2 : 25
*3 : MERER GG 13BN TH o728, AT 1 5 ARSI THEMA R S, BAE» S LT,
x4 MUERER GEGWE) 1THUSNTH 7023, KO 2 BFRES CHMAS R S, Bk B Lz,
a) : aEERL,
b) : HE—MxRBE WA R RE SR -MERBREEm L,
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TEM | RTE e . it
N ZRE AR TH
AR | RE PRIIPE SHH Sl SRR DR A HERAE T
YT RIRODOFEHFED | IRIREODOFEHE D
EIRRA D OFsE | BIRRAY OFEHE
WL RRER CRBED) - Koy *1 *1
25C PTP 6 » H HREEE (FD) 27 29*
60%RH -
TEHE (%) 89. 3~93. 4*! 94. 4~96. 8"
EEE IR TREY) 99. 8~100. 3*! 99. 8~100. 1*!
l BT (V) 51~63 51~59
A e HARBOMIED | YA ta ORI O
‘ FRRA D OFEE | FIRRAY OFEE
oo || ey | PUSRRORRIED - Ay x1 *1
(©5C - /(F),VEJ o 0% AN (FD) 27" 28"
60%RH) " lux + ) VR (%) 89. 3~93, 4*! 90. 6~92. 7*!
TEBE R EY) 99. 8~100. 3*! 100. 3~101. 0*'
R (N) ™ 54~63 48~52
gk PREOERETHY, | BFEOEETHY,
SEIE ARG | B
) W R R E) *1 *1
26C | teta 7 Ak 3 5 AR (D) 22%! 21"
60%RH (B0 " 41
sy . J2 | 85.4~97.0" | /£ | 89.2~97.9
2 VI (%) - -
% A1 91.7~98. 2 | 45| 89.1~98. 1
g TR G RRE%) 98. 6*! 98. 0*
& . WRODRETHY, | WRADFEETHD |
ng SEmITSARG | HBIETEREG
B | a0 AR G TD) +1 +1
o D Gl 120 5 L g a8 %1 %1
(5C - () " AREErE () 22 22
uxenr
60%4RH) " S o) /2| 85.4~97.0"" | 12| 88.7~96. 6"
o ° 4| 91.7~98. 27 | 47| 89. 2~97. 9%
TEBE R EY) 98. 6* 99. 7*!

w10 ARFIO TS R OBEBRTTIE) (ISl G Lz, *2: 250E

LR 2 IO T2 IEFRER (40°C. T5%RH, 6 5 ) OfER, 7V 77— 0D §E 24mg YR ) 1338
W OHEHE TICBEWT3FRLETH D Z LR ST,
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Niveiil

TS T — 8 1% 8751910

WEM | RT PRAF o fREs
N A ARBRIR
wm | wee | REPE HBRIIH SR | BT
PR H DA & DO EH
e TR (1) - meRdali (2)
W] e | wVTRE - 0 AR D) «1 «1
P Tsoprn | A |6 )] iz )
B G INUDR
B (%) 86. 4~90. 7*! 84. 6~90. 2!
TE B h R 8 %) 99.9~102. 5*' 99. 5~100. 9*'
PR H D1 D EFHF|
10°C Bt A 5 A ISR ER i) - ki *1 *1
(1) VRHE (%) 78. 6~80. 4! 80. 6~81. 8"
EEE IR TREY) 101. 2~101. 4* 101. 2~101. 6™
EXIN H DA & DB
30°C ISR ER i) - i ol %1
75%RH VRHE (%) 78. 6~80. 4! 78. 2~80. 4*!
EEE IR TR EY%) 101. 2~101. 4* 101. 0~101. 7
L EXIN H DA & DB
o5 | BEHT A SRR OFRATD - K .l 2
o (BH 0 34 H -
N 91%RH VRHE (%) 78. 6~80. 4! 78.4~179. 8"
gé TERE G R %) 101. 2~101.4" | 100. 1~100. 9"
0 PeIR (51 66,00 e A D EH
40°C WIREERER CEE) - b *1 *1
75%RH VRHIME (%) 78. 6~80. 4*! 78.9~81. 2"
TEBE R EY) 101. 2~101. 4* 100. 5~101. 2*!
) PR SRERRY: e SRERRY: e
| R ETe SHHERRER CRERED) - Hf 1 1
6OC ﬁ%% R o *1 *1
ERHIAY) M (%) 78.6~80. 4 79.6~81. 4
TEBE R EY) 101. 2~101. 4* 102. 1~103. 0*'
PR H D1 SRERRY: e
Pl B 408;@2‘5 B SR CFIRRITD) - HLE %1 %1
60%t) (B0 ) Vi (%) 78. 6~80. 4°" 77.2~79. 3"
E&EE IR EY%) 101. 2~101. 4* 101. 4~101. 6™
*1 0 RFNO TR R ORERGE] (I2@EE Lz,

*2 1 ML CBE) 1IN TH 7225,

a) @ TAERLN
b) : BR—fxaERE  RGRERE R ORI ORERE 2 F i L7,

S 2 F N7 DI B ER (40°C, T5%RH, 6 » H) OfEHR., 7V 75— 1% TBR1E)

RIEENZ 3N T 2 BRI O AU CTHAR 2> DIl L7z,

m%m@?kkwTBEW ETHDIENHERI ST,
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[P A ]

T T Y — VN4 A 3mg ¢ 6mg *

12mg Fﬁﬂ‘zlﬁj 18)19) 20)

ZEM | RTF N e . g
oL JHE FRBRIR
stw | ape | VPR gap A SRR PRI R T
. WABHOWET, | EOBHOET,
FEEND D, EEND D,
TiferakinR + R iR (el
el | G | D - A 1 1
e - BAEIRREE D - (R
pHY (%) 3. 07~3. 09*! 3. 16"
TE R RHRR %) 99.37~100.51*" | 98.52~101. 00"
TS MAEHOET, | JMEEHOTE T,
BEND D, FEND D,
n . SRRRBR - FEERRER ClERR
| 0T | el g | D - w 1 1
i % , o
B | ORI ek IR - (R R
pH (%) 3. 07~3. 08" 3.15~3. 16"
TE B (RH R &%) 99. 75~100. 46*' | 98.71~100. 66*'
PEI MO T, | JEEHOHE T,
BEND D, FEND D,
e R i EIET o3
12 mef1onl | g gy | D) - 51 1
e - PRI D) - AR R
pHY (%) 3.12~3. 14" 3.15~3. 16"
TE B (RH R &%) 99. 88~100. 41*" | 99.05~100. 62*'
gk WEBFFOWT, | BEBIOWT,
FEEND D, EEND D,
60°C MR ER GEiiE) %] *2
pH (%) 3. 22" 3. 20"
32 H TE B Gh R E%) 98. 4~98. 6*! 98. 4*!
b — - —
. IEEEA O T, | MEBHOW T,
- FEEND D, EEND D,
| sc |12l HUSERBR R ED 1 1
B e pH (%) 3. 22" 3. 20"
TE R RHRR %) 98. 4~98. 6*! 99. 0*!
- WEBFPOWT, | WEBIOWT,
FEEND D, EEND D,
%1 2 JE iR CGERE) *1 *1
pH (%) 3, 29*1 3. 19"
TE R RHRR %) 98. 4~98. 6*! 97. 8~98. 0*!

w1 AFO THUE K ORRERTT1E ) (G L, *2 BB E O R S, 3 4 H ORI THIE ) Bl L7z,

a) @ HJR—ialBRiE A — Ve BRIE

T B AR & S L7z

b) . BR—EERE  MAEMIRERERE  JEEEMAIOE ARG O EM AR 2 e L 7=,
c) : AR ERERE  pHHIEEEEM L7,
X1 DU 24 B 1 YA 7 L DR BE Stk 2 R A7 BRI i 0 IR,

Step wE (C) R[] (IFFH)
1 -10 10
2 —10—40 2
3 40 10
4 40—-10 2
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2N {17 N ¥ -, i

- ZHe B TH

wm | oxn | PR g PUBRILH R R T

. EATEA O T, | BAEHOK T,
. 10001ux EENGD D, BEEND D
% (D65 ? :/7p) . g RSP P JET
R B B 9 8 HH TR ER ClERE) *]1 *]
#® Y @; pHY (%) 3. 221 3. 93"
TE SRR GF R %) 98. 4~98. 6*! 97. 8~98. 0*'

*1 0 AFIO R L OREBTE] [ClEd Lz,

a) : AJR—MERBRIE  pH IE L% S Lz,

X2 = AT I Xa (EWH) TV ST A NHRSE 12mg THHG) b BE&E AN, Bl T 7 41
LEBNTRIF LT,

AR 2 I T ERER (40°C T5%RH, 6 » H) OFER, 7V €77 Y — LW 3mg TR
TIETTY = AN E eng G ROT Y 77— WHIR S 12mg TBIR 11308 H O 5
Tl FIZBWT 3EMLZETH D Z LR S vz,

REER VAR EORTE S
BRI

hEEDEELEIE (WEBILEMEL)
T U T — NS 3mg + 6mg + 12mg [ BITE
MVIL 11. 5@ FooEE ) oES R

B
<VAEHZEEENZ I 1T B RIS L OSEL 1 >
[FEAl]
7 U ST — LEE 3mg BTG 2V
(B R D AW LR SRR AT A KT A O —EREEIZ OV T 2 PRk 24 4F 2 A 29 H 3RS
A& 0229 45 10 B)
RERGE - BARIEF G WHRERE SRk
RS
PR & 0 900mL
AUBRIIEE « 37+0.5C
B - OpHL. 2 (B REHEREREE 1R
@pH5. 0 (FHE 7= Mcllvaine OFEMERR)
@pH6. 8 (H A RS 2 i)
@7k
[ElRE « /5y 50 [HliE GRERIRO~@) . 47 100 [FliE GRERIK@)
AREREHL - 12 XL
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RER T P EHLE
bHL. 2 EAERIRIAS 16 S DANIZ ) 85% LU B 2856
(B )%{Eb‘j‘it%ﬁ% i) 50 [Elis FRBRAAIAY 1553 LANIT R 85% LA BRI 2 70, XU 153181 D
i FRBRIRLAI D 58 H SR A HERLA) 00 S PR IR &= 15% OFIPFHIC 6 5,
EYERIAN M 30 0 LANIZ R 85% LA EERH Lia W5
pH5. 0 FE S A7 RBREEC d W TR HERL R O SERPR HH R DY 85% LA |- &
(#® 7= McIlvaine @ 50 [a]dix 2% L& EHERFI O AR 40% K O 85% LD X /e 2
TR B AW T, BRBR LA O SEEI VR HH SR AN HERLE O SE s H R &=
15% DEPHIZ B DAy, XL £2 A D 42 L ETh D,
BEYERIAN M 30 0 LANIZ R 85% LA EERH L s W6
HE S -3 IBRI R IS 3B W TR YERIA O SEAEE Y 50% 1T L
pHe6. 8 50 [ R0 E & IR E SRR T B PSR RO
(B RBIELRBRE 2 10 1/2 OSVHR R 2 7R 3710 Y 2 e, R OHLE S =R B Ic B
W, BRI ELAI O S VA H SR A HERLAI 0 ST VA H R 9% D #iH
WD, T 2 B OER 53 UL ETH D,
BEYERIAN M 30 0 LANIZ T 85% LA EERH L e W6
FE S A7 R W\ TR HERLA O SRR HH A 50%IZEEL
" 50 [ AR E—%i&%ﬂzﬁﬂﬁéhf:%ﬁ%ﬁﬂﬁﬁaﬁc:}m61%&775&%30)
1/2 OSVHR R 2 789710 Y 20 e, R OHLE S =R B Ic B
W, BRBRELAI O S VA H SR A HERLAI 0 STV H R 9% D #iFH
WD, T 2 B OENR 53 UL ETH D,
bHi5. 0 EHERIAM 156~30 S FH) 85% LA LI+ 256
(b7 Mchvaine ” 100 [ fff‘%ﬁi%%@%@?@ﬂj%ﬁf 60%&Q‘ 55%43‘3&& f;@@% 72 2 B IT
) jﬁ%ﬂ&) BT ERBR LA O STV H R AMEAERLE O ST A R = 15% O #
' PHIC®H D0, U 2 IS 12 UL ETh B,
BRBREMICB T 57 Y BT — VEE 3mg[HTE ] O HZEE) T E LIS A L, EEHERLA & O
H B OFAPIME 2 R S v,
BRI OpHL. 2, #5453 50 [A]H5 BRI QpHS. 0, f3:47 50 [ElHA
100 4
80 -
® ®
H 60 - H
= =
% 40 | %
20
0O 0 T T T T T T T )
0 15 30 45 60 75 90 105 120 0 30 60 90 120 150 180 210 240
R (5) R (5)
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BRI @pH6. 8, 4y 50 [Aliis

100

80

60

()M EB

40

20 %W=%
0

0 30 60 90 120 150 180 210 240 270 300 330 360

B (53)

BRI @pH5. 0, 4847 100 [F]H4

100

80

60

()4 EE 3%

40

20

0

0 30 60 90 120 150

B (53)

RNV-1 7YETSY—)LiE dmglBAI DBRHEHICH 1T HELUE
(GRER BUK B UMESE BIKI D F 8 H D H8)

KV-1 HEBREA EARERFNOTHBFHEOLLEK

180 210

240

ABRIE@IK, 35y 50 [AliR

100

80

60

() WEH

40

20

0 30 60 90 120 150 180 210 240 270 300 330 360

i (43)

—— 7 U 7TV —)LEE 3mg[BATR) GRERHELA)

—O—Tt U 7 7 A BE 3mg (FEVERIAN)

§ SHPERF AU 1T 2 BB E AL DR

n=12

B SA: SEHER R (%) e
Jiik [ dR %L AR YT R A B LA US|
pHI. 2 15 %y 98.5 94.9 ey
10 %y 35. 4 45.6
H5. 0 SREy
P 60 47 99.6 84.3 e
e 54y 50 [l 30 4% 14.9 12.3 .
wHipRE | e pHE. 8 360]’3\ 24.2 23. 1 aa
(SRR ~ : :
X 30 4y 20. 4 21.7 -
360 4y 39.0 47.6 H
B 10 %y 54.5 65. 3
547 100 H5. 0 e
fE53 100 s | 30 4y 97.0 85. 3 LE
(n=12)
T U ST — LEE 6mg (BTS2

(BRI DA FHIRFIERR AT A BT A HEO—HMUIEIZOWT @ Pk 24 42 2 F 29 AEEAH

A% 0229 5 10 &)

ARk - AAREERT BRI

BRI
AR - 900mL
SERRIREE - 37+£0.5°C

Bk« OpHl. 2 (B REH
@pH5. 0 (FHE 7= Mcllvaine DOFEMERR)

/N RVik

B 1)

@pH6. 8 (H REHFRERTE 2 1K)

@7k
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IR« f4y 50 [mliE GRBRIKDO~@) . 457 100 [HiE GRERIRD)
AEREE : 12 XL
I E HUE

ABR LT e

BRYERIH2S 16 S LAINIZ ) 85% LA R 5 56
ARG AN 16 53 LI ) 85% L E¥A T % 78, ST 151261

pHl. 2

(H R HRER S 1) 0 [l 2% wRIBR LA 0D R P HH =8 DI HE R 00 S22 T HA 38 =2 1690 DR 12
H%e
BRYERHI 2% 30 23 LANIZ ) 85% LA EFSH L2V &
pH5. 0 BUE &7 BB RS J0 W THRHERLAI O P IGTR IR DY 85% LA 1 &
(# 7= McIlvaine @ 50 [HlfiR | 7% & & RUERGFI O IR DS 40% M O 85% T DIE Y 73 2
FRER) BERUZ T, AR A o0 S 2 SR DS AR R o0 S v R =

15% D#IFHIZH D, XL £2 B OER 42 UL FTh 5,

EAERIAD 30 pLANIZEY 85% LA BB L Aa W5

FUE SN 7R BRIRE R I 3\ TREHERLA O SRR Y 50% 1252 L
plé. 8 50 [l AR i%%;@ﬁlmifﬁfféhf:%fﬁ%ﬁﬁ#%‘ﬁa:jsﬁé‘?i’/ﬂiﬁm%@

(B Ry HRERSE 2 1)) 1/2 ONHER 3R 2 3718 24 7e BE L, R OVRE Sz iBREsEIc B

T, BB 0D W5 HH 3R S HE BRI 0D S350 HH 3. &= 9% D s

W B0y, X 2 B O 53 UL ETHh B,

EAERIAD 30 P LANIZEY 85% LA BB LAa W5

FUE SN 7o R BRIRE R 3o W\ TREHERLA O SRR Y 50% 1252 L
e E & EAERIRIN R E S 2 RBRIEENIC B D S EBIE RO
1/2 ORI Z R 718 Y 22N, L OHE S e RIS
T, BRBRALA 0D 5 HH 38 S HE BRI 0D S35 HH 3. &= 9% D s
W DBDN, X 2 B O 53 UL ETH B,

7K 50 [E]#iz

FEAERIRIAS 30 S DANIZ ) 85% LA EEEH U eV 56
pH5. 0 HUE SN 7o RBRIRE R I 3\ TREHERLA O SRV A 85% L R &
(7= McIlvaine @ 100 [\lfis | 725 & &, FEHERIKIO SRR 40% K O 85% I Dl 2 7 2
FETETIR) REAUZ IRV TC, BRBR A 0 I8 HH 2R DS HERIF 0 S5 HH 22 =
15% DHEIFHIZH B h>, XIT £2 B DEN 42 L ETH b,

ARG
FRBRAMHCBT 57 U EF T/ — L bng WA OV HEEB)DHE EHEICEA L, B & o
HIEB OB A R S L7

AR OpHL. 2, 757 50 [E]HA BRI @pH5. 0, fi:53 50 [Aldis
100 | — 5 100 -
80 - 80 -
" 3
H 60 - H 60 -
= =
% 40 % 40
20 - 20 -
00 : : : ‘ 00
0 15 30 45 60 0 15 30 45 60 75 90 105 120 135 150 165 180
B (4) B (5)
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ABRIE@pH6. 8, 47 50 [l ABRIE@IK, 35y 50 [AliR

100 100
80 80
b =
H 60 H 60
¥ %
% 40 % 40
20 B 20
5&0 5 I T
0 0
0 30 60 90 120 150 180 210 240 270 300 330 360 0 30 60 90 120 150 180 210 240 270 300 330 360
FERE (52) B (5)

BRI @pH5. 0, 547 100 [F]H4

100

80 ——7 YT — L emg TR (GRERELA)
&
g 60 —O—x BV 7 7 A §E bmg (FEYERLH))
% 40 O RIS 351 2 BRI I A FE e

n=12
20
0
0 15 30 45 60 75 90 105 120 135 150 165 180

B (5)
RMV-2 7YETSY—)LiE bmglBEEI DRHEHCH 1T HELUE
(FEREH B U RERF DT HFHED LK)

RV-2 HBRRACFRERANOFHBFHEROER

AL TEREHFE (%) e
: o R | PR By I
Fik EIfEyq A BRI I E S AR A T v A
PHL. 2 15 4y 93.6 92.0 FTRey
10 4y 8.5 41.8
H5. 0 e
P 60 47 97.3 83.3 e
15 %y 7.6 5.2
, H6. 8 e
vatEs | TE7 50 [z | P 360 47 11.2 12.9 e
05 KAL) 30 %) 24.9 12.9
" 360 4y 28.0 28.2 N
- £2=53. 3
. 543 25.0 35.4 .
4y 100 H5. 0 o
fE5y 100185 | p 30 4y 97.8 82.6 A
(n=12)

T U T T —LEE 12mg AT
(R ERLOEDFRRENERBR T A R 74 VEO—HKIEIZ SN T (B 2) SENRLRLRED
[ T D AW I R SRR AT A BT A > 0 Rk 24 4F 2 H 29 H3EAFA S 0229 45 10 )
RERHE - BARIEF G WRHRBRE S RUWE
AR
PR & - 900mL
ARBRIRIR L © 37£0.5C
ARBAE : OpHl. 2 (HRRHRBRE 1K)
@pH5. 0 (EH D7~ McIlvaine DFEEIR)
QpH6. 8 (H A HFEREE 2 1K)
@k
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IR« f54y 50 [BliE GRBRIKDO~@) . 4857 100 [HliE GRERIRD)
AEREEL : 12 XL
| E HUE

HIE T

AR AT

(D) THIHIE @) fE % DY HE

pHL. 2
(H R R
% 11R)

50 [a#in

BETLALDS 15 /LU 5 85% Lk LI T 558
BRERBLALY 15 53 LY I T 5 85% B LI T 57, X
1315 531235 15 7 BRI 0> A7 8 B 0
ST HEE = 10% DRIHIC 5

B BLA) O SRR H R £
15% DHEiPHZ B R 5 b D
A 12 AT 1L T T,
PR R £ 25% DI &
BZD DR,

pH5. 0
(¥ 7= McIlvaine
DFEEIR)

50 [a#in

HEHERIF N 15~30 ST 85% LA LRI 2586
FEAERIAN O IR R DIKT 60% KON 85% & 72 D
Y72 2 RERUTRW T, BREBRELH] 0O 588 H =R DME e
BN DS ER E 10% OFPHIC B D 0>, X £2 B
BOEN 50 LL ETH D,

B BLA) O SRR H R £
15% DHEiPHZ B R 5 b D
23 12 @ 1 ELLT T,
PR R £ 25% DI &
BZD DR,

pH6. 8*1
(H R R
5 21R)

50 [a#in

TEHERIANDS 30 Sy LANIZ ) 85% LA EPAH L 22V G5
HE SN2 BR N B THREYERIF 00 L) IR H =R
23 B0%IZEE LRV & & | FEERIFIS R E S /-l
BEREIIC I B LR R D 1/2 ONEEHEEZ R
T B N OELE SRR IRV T, &R
BRBIAI O SEIGER H 2 S HERLA O ST H 6%
DOFPHIZ B D 0>, T £2 BN 61 LLETH D,
7277 L. BUE SRR T 3\ TAE HERLK o S
IR 10%LL FOBE, HE SN T-REBREEE T
DA L, ZRBRER R 00 SE A% HH 2R 7 A HE R o) S
IR E 6% OHPHICH D,

B BLA O SRR H R £
9% DHPHZBEZ D H D
212 @F 1 ELLF T,
PIPR 2 + 15% O #iPH %
B2 D H DN,

Sk *1

50 [A1dz

TEHERIANDS 30 Sy LANIZ ) 85% LA EPAH L 22V G5
FE S 7= RBRIE I C 38\ THREHERUA D SR P H =R
2 50%ITE Lg & & | EHERIKI A ELE S 72 ikBR
361 2 B ER D 1/2 O R 2 R+
WY RN ROHE SR BRIEFEICB VT, )
BRELA O TGRSR 0 MEHERLK O SR HHE 6%
DEPHIZ B D>, T £2 B DEN 61 LLETH D,
7272 L, BUE SN REBREE NI B TREHERIE 0
IR 10%LL FOBE, HE SN REBREEE T
DO FFTAM U, FREBREF R 00 S v HH 28 AN HE LA o S
IR 6% OFPFHICH 5,

B BLA O SRR H R £
9% DHPFHAEBZ D b D
12 A 1 ELLTF T,
PR SR+ 15% O #iBH %
2D HDNIRN,

pHb5. 0
(7= McIlvaine
DFEEIR)

100 [A]#5

FEYERU A3 15 Sy APIZ 3 85% LA LIS T 2 B &
FRBR A2 16 53 LRI ) 85% LL B2 7, X
(315 531 31T 2 BRI O -2 H = HERLA 0
PR+ 10% OFIFHICH 5,

PR IUA O PR R £
15%DHEEHEZBXDHD
2 12 fE LELLT T, F
P 28 4+ 25% O #ifH %
B2 DHD0R720,

*1: K E TOWR CIREERE & i LT,

XGRS

(G BN FE 72 58 0 ETRIE O AW FR RSB A R4 > ) CERR 24 462 A 29 A, SRAeHEA
0229 %5 10 B) ICHSX, 7Y VT T Y —/LEE emg (BTG A HEuaRIFI L L7z & & KRBREMbiCE
FATVET T —VEE 12mglBHVE ) OIRHZEINTE LS, WRENIEDFNICFRETHD LAl S

iz,
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BRI OpHL. 2. 4y 50 [Aliix

100

<b<L

80

60

()W EH

40

20

0 15 30
B (53)

BRIEpH6. 8, fE4) 50 [Alfs
100

80

60

() EE 3

40

20

45

e

O

0 30 60 90 120 150 180 210 240 270 300 330 360

B (53)

BRI @pH5. 0, 547 100 [F]H4

()B4 EE 3¢

ARBRIE@DAK .

()B4 EE 3

ABRIE@pH5. 0, {557 50 [AlHiS

100 —0— —0
80
60
40

20

0 30 60 9 120 150 180 210 240
B (5)

4y 50 [l
100
80
60
40

20

O&é@ooo—%o:—o:o:o:c

0 30 60 90 120 150 180 210 240 270 300 330 360
i (43)

100
o 80 ——7 )BT —/ LEE 12mg (TG GREREUFA)
g 60 —O— EHERLK) (7 U BT — LEE émg [IA])
% 40 O RIS AT B [ M S
n=12
20
0
0 15 30 45 60 75 90
R (4)
HNV-3 7YETSV—ILiE 12mglBRAIDBREZBICHS THRFMHE
(AERRUEI R MZERF|DF B HEDLER)
FIV-3 AEREF LIZERFNOFHBFHED L
RN eI SEEIRHE (%) .
ik [EILR RERE | CHEEES BRI JE AL
pHL. 2 15 4 90. 6 100. 9 Ry
10 4> 63.4 56.3 e
WHEBRIE | 85 50 [Blis pifo. 0 15 %y 78. 1 78.0 e
(X RVEE) pH6. 8 30 4y 5.7 6.1 e
i 15 %y 8.6 10. 4 Bk
4y 100 [E]#5 | pH5. 0 15 4y 85. 1 86.9 WA
(n=12)
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HRERBHI DA & DR 8

7 U BT T S — LEE 24me [HTG |2
(R EILOEYZHIR G T A R T4 VEO—EBIEIZDOWT (BIFE 2) 81/ ELI/%R0
EIHE DA PRI SRR A R4 2 R 24 4E 2 A 29 HIEA LA 0229 4 10 &)

RER L - AARKES
BRI

FERIEE © 900mL

ARBRIRIR L « 37+£0.5C

BRI - OpHL. 2 (B RHEHREERE 11)K)
@pH5. 0 (D 7= McIlvaine DFEMER)
@pH6. 8 (A Jmia RS 2 #7)

@K

P R L

I RVIE

[ml#EREL « 47 50 [Als (BREREO~®@), &7 100 Al GREAEO)
HEREH : 12 Xy &L

HE HHE

RN eIk TUETT Y — L 12mg THIIG ] .
FFik lmlfsEx | BB | CHIERE {4 DOVEHFE (%) T (%)

92.3. 88.1, 92.4. 86.9. 91.0, 89.2

N .3, 88.1, 92.4, 86.9, 91.0, 89.2, N

pHL. 2 1577 91.5, 94.0, 87.7, 91.7. 91.4, 91.0 90.6 T
76.4. 77.8, 77.1, 76.3. 77.9. 77.8

N .4, 77.8, 77.1, 76.3, 77.9. T717.8, N

4y pH5. 0 15 78.8. 79.0, 80.1, 79.3, 78.4, 78.8 8.1 T

EHRBRIE | 50 (1S s |5.8. 5.8, 5.8, 5.8, 5.8, 5.7, "

(S RLIE) pH6. 8 3093 5.6, 5.6, 5.6, 5.5, 5.5, 5.6 5.7 T

9.2, 8.4, 7.3, 9.1, 9.8, 9.0 .

I\ N N D N D D AN

K 1597 |74 89, 7.8 7.1. 10.4. 8.3 8.6 e

75y Lo |85.6, 84.7, 84.7, 85.0, 83.7, 85.0, N

100 miz | PO 15 84.8, 85.0, 85.4, 86.2, 85.1, 85.7 85.1 e

(n=12)

AR AT

HIE T

(1) FHw R

(2) fiEl 2= DF iR

pH1. 2
(H By R
1K)

SIOEIL

EHERIAMN 15 B LINIZEY 85% LA FIRH 3 256
FRERBIFIAS 15 43 AP ) 85% LA BRI 320, X
115 5312 BT B 7 BR LA O IV HH = A EHERLAI D
S HIER + 10% OFPHIZ & 5,

FER LA D LIV H 3R+
15%DFHEEZ 5 H D
212 8 1 ELLFC,
PR HR +25% O #aH %
B2 LD,

pH5. 0
(JEED7=McIlvaine
DFFFEIR)

50 [H]dz

HEYERIRIA 15~30 M FH) 85% UL LT 2556
FEYERIA O SRR 60% BTN 85% & 72 2 1
W7p 2 BERICIWT, FRERBLA O L HH 3R AT HE
FUHFN DR = = 10% OFEFRIZH 2 0>, T £2 B
BOMEN 50 L ETH B,

FER LA D LIV H 3R+
15%DFHEEZ 5 H D
212 1 ELL R,
PR R +25% O #aH %
B2 LD,

pH6. 8*!
(B s R
% 29R)

50 [A1dz

HEHERIFAS 30 S AT 3 85% LA YA L s W8
HRE S 7= BRBR R I 3o W TEEHERIA o0 53 R
D B0%ITEE L7p v & & | YRR S BLUE S 7o 3R
BRI 1T 2 B RO 1/2 OEEHERE /RT
WY RS, MOBE SRR BT, &)
B B D S SR AN HE LK O SRR R 6%
DOFEPHIZ B D D>, i £2 B OER 61 LLETH D,
7272 L. e &S REREEENIC B W CEAERIF O S
BN 10% 2L FOGE, BUE S -3 BRER <
DHFEAM L, FRBRIE R 0O V)% H 3R AVE L o>
BRI 6% D& H B,

FER LA D LIV H 3R+
9% DFIPHZH Z D H D
212 8 1 ELL R,
WIS R+ 15% OFaH %
B2 D LD,
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HIE I

() FH7 15

(2) fEl 2= D¥ i

K*!

50 [a#in

HEARERIAI 2 30 Sy PANIZ T8 85% LA B L Ze Vg6
HE S = BRI B WO CTREEYERIF O SR IR R
2 50%IZEE L7puw & & | EEVERLA S HE S L7 R R
REfIC 31 2 R =R D 1/2 ORI EEZ R
W AR, R OYRE SRR IC BV T, &)
BREBLF D S PR H 3R MEHE LA O S E I 6%
OFPHIZ D D>, T £2 BE N 61 LETH D,
7272 L, BUE S 7 RBRRE R IS 3 W TEHERLER o0
VIR 10% L FOWE, HE S LB ©
DHFAR L, FRBREF ] 0O 29 2. AV HE R o S
YR 6% OHFIPHICH 5,

B BRI O SRR H R £
9% DHIFHZBZ D H O
25 12 8 1 ELLT T, o
Y5 HH 3R = 15% oD i H &
BZDHDNRR,

pHb5. 0
(7= McIlvaine
DFEEIR)

100 [A]#5

FEAERIRIA 15~30 SMZ 8 85% LU B 2856
FEYERIFN DL ENK 60% L Y 85% & 72 D il
W7z 2 WERUTIRW T, RERILA) O A H =R A e
RN ORI =R = 10% OFEFAIZ H 59>, X% £2 B
B DfED 50 LLETH D,

PBLA 0 S VA
5% DHIPHEZEZ 5 H D
25 12 8 1 ELLT T,
Y55 HH 3R = 25% D i &
BZDHDNIRUN,

*1: MK E TOWR ClEEERE & i LT,

(G AR 28 0 BT RIB O AR RSB T A KT A ) (CERk 24 45 2 H 29 AP, AKAE
%0229 55 10 ) IZHOX, T Y VT TV — /L8 emg[BVG ) 2R HaRIFI & L7z & & KRBRRibicE
AT VYT —VEE 24mg TR OTERZFENIE L <, WANIAMFMICRETH D & AR S
ni-,

FERIEOpHL. 2. 54y 50 [Al#E

BRI @pHS5. 0, 434y 50 Al

100 - —0 100 4
80 - 80 -
b =
H 60 - H 60 -
% %
% 40 | % 40 |
20 - 20 -
00 : \ 00 : ‘ ‘ ‘ ‘ : ‘
0 15 30 45 60 0 30 60 90 120 150 180 210 240
BRI (53) B (53)
AR pH6. 8, 17457 50 [A]HA AHERIE@K, 57 50 [FlHA
100 - 100 |
80 4 80
& =
H 60 - H 60 -
= %
% 40 - % 40 |
20 | 20 -
o €o00—0—0 —o e == —

0 30 60 90 120 150 180 210 240 270 300 330 360

B (53)
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BRI @pH5. 0, 4847 100 [F]Hi4

100

80 —— 7 ) ST — L 24mg THIR ) GRERSIA)
o —O— BB (7 U T Y — L5 bmg[BIA))
% 40 O RIS IC 31 7 (R S i S

n=12
20
0
0 15 30 45 60 75 90

B (53)
RV-4 71U ETSV—ILEE 24mgTBRIG ) DEHEBIE 1T R HF K
(FREREAN R VRERFIOFFHEDOLLE)

KIV-5 HABRRA S AZERANOTHHFHROHKR

B SA: SEHER R (%) e
ik B AR Y TE WS AR LA HEE HE |
pHI. 2 15 4% 91.6 98. 7 o
15 4> 73.1 69. 4
) H5. 0 ey
st | 7 50 R ’ 30 5y 85.9 85. 1 A
('i, F?/uwif) oHI6. 8 30 4% 2.9 3.1 PN
Vi 10 4y 4.6 4.8 e
} 10 4y 68.9 68. 3
54y 100 H5. 0 Ry
fE5y 100185 | p 15y 78.17 79.7 T
-
(n=12)
=IV-6 AERHFNOMELZDBLEDHER
FBR S TV ST — )LEE 24mg [BATE | .
Fik mlisgx | REBRE | CRERE il 2 DV (%) PR (%)
93.0. 89.0. 91.1. 92.6. 92.1. 91.7
I\ Uy U P BN < Oy RN EELIEN AN
pHL. 2 1597 190.6. 92.2. 93.8. 92.7. 90.3. 90.4 91.6 e
84.9. 85.1. 85.2. 84. 4. 84.8. 85.8
/\ N N Y Y N N - A
oy | PHOO 8097 1871, 87.1. 86.6. 86.5. 86.8. 86.4 85.9 T
EHRBRIE | 50 [lS S [3.002.9, 2.9, 3.0, 2.9, 3.0, "
(S RILIE) pH6. 8 3097 190 9.9, 2.9, 3.0, 2.9. 2.9 2.9 T
4.0. 6.0. 5.6. 5.3. 5.1. 4.6
N .0, 6.0, 5.6, 5.3, 5.1, 4.6, o A
K 1097 97 5.0, 3.9, 3.4 5.5. 4.6 4.6 e
PEUA . |78.9. 78.9, 18.4, 8.4, 9.0, 77.5, N
100 [ | PO 1597|784, 79.6. 78.6. 78.3. 79.3. 79.0 .1 e
n=1
(n=12)
[OD #&]

7 U7 T —1 0D BE 3mg AR
(PR IEIE S DA IR VBT A KT A VO SIEIC DWW T @ Rk 24 4 2 H 29 AHER5E
A3 0229 % 10 &)
REBRTTE - AR TT WHERERE X RUWE
N ESiE
AR & 900mL
AR © 37+0.5C
ARERIE © OpHl. 2 (H REHERERE 1 R)
@pH5. 0 (7= McIlvaine DFEMEK)
@pH6. 8 (H RIEHFRERE 2 iR)
@K
[EIHA%L : 5y 50 [BliE GRERIKDO~@) . f53 100 [Hliis GRBRIK@)
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HEREH : 12 Xy L
| E HUE

AR

HIE AL E

pHl. 2
(FJRA HIRBRER 1)

50 [F]H#z

BRYERIHI2S 16 S LAINIZ ) 85% LA R4 5 56

FBRBGAAS 1557 LI ) 85% LU E¥A 3% 76, S 154312861
% wRIBR LA 0D Y1 HH =8 DI R 0D S8 5 HE 38 = 16 %0 DR 12
D,

pH5. 0
(GHE 7= McIlvaine @
FETER)

50 [Al#i%

REYERIA S 15 S AT 85% LA LS 3 2 B &

ALY 1657 ANIZ P2 85% LA HIRHIS 2 720, UL 16571281
% kIR B D Y H SR DR E R O P PR H R £ 16 % O PHIC
b5,

pH6. 8
(B RV RS 2 1))

50 [Al#iz

BEYERIAN M 30 0 LANIZ R 85% LA EERH L s W6

HE S BRER IR W T, EERFI O FBEE =Y 50% T3
L7p\ & & EAERIRI N BUE S 7= R BRIE R 2 5 1) 5 B R 0
1/2 OFHERH A R Y 72, R OURE S - s BRI R B
UNT, FREREUA 00 SR v HH SR DS HE LA 0D SRV HH 2R 4 9% OO i
WD, T 2 B OENR 53 UL ETH D,

7K

50 [Al#iz

EYERIANM 30 0 LANIZ T 85% LA EERH L e W5

FE S A7 RBREE I d W TR HERL R O SERPR HH R DY 85% LA |- &
D& & FEAERF O EE R 40% KON 85% T O X 7 2
Re RIS BT, BREBR LA o0 599 HH SR 0SB O SRV H R
15% DEPHIZ B DAy, XL £2 A DEIL 42 L ETHh D,

pH5. 0
GH 7= Mcllvaine @
FETER)

100 [A]45

PEYRRUAL7S 15 5 DLNIC 5 85%5) EVEINT 5 88

BRBRALAILS 1553 BLINIC T4 85% UL 5 4, XU 15501260
2 BRI 00 5775 557 B 00 T 9 WS 5 = 15% ORI
b5,

BREBEAECBIT ATV E TS —)L 0D 8 Smgl WG| OV H S8 2H) BRI A L. FE Uil L
DR HZ B OFALIME D HERE S Tz,

BRI OpHL. 2, 4557 50 [Al#R

SER L @pH5. 0. 484y 50 [AlHiE

120 120 -
i | I ]
100 100 o
80 80 -
& &
H H
% 60 # 60 -
% %
< 40 < 40
20 20
00 ; ; 00
0 10 20 30 40 50 60 0 10 20 30
B (43) B (43)
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ABRIE@pH6. 8, 47 50 [l ABRIE@IK, 35y 50 [AliR

120

120

100 100
H H
= 60 % 60
% %
~ 40 ~ 40

20 20

o 0

0 0 120 180 240 300 360 0 60 120 180 240 300 360

B (4) Bl (59)

BRI @pH5. 0, 4847 100 [F]H4

120

100

w“ —0—7 U T —)L 0D i 3mg [HIR ) GRERELA)
]
g . —O—T B 7 71 0D §E 3mg (FEHERLA)
% . Q IR AU FS T 2 FAUME K H v bR

n=12
20
0
0 5 10 15

R (43)

HIV-5 7YEZTZY—)L0D e mgMBAI DBHEEICH T H5ELM
(REREAN R VRERFIOFRHEDLLE)

KV-1 HBRRACAZERANOTHFHROER

BT TERGHE (%) e
Fik EIfEyq R TE | AR LA T UL HiE
pH1. 2 15 %y 102. 6 98.7 e
5. 0 15 %y 94.7 96. 1 e

e 3 15 4% 11.4 13.2 i
VStHEBRE | 5 50 [EIEE | pH6. 8 = e

T 360 % 25.4 24. 1
(N RE)

X 5 %y 37.6 30. 6 N
90 4% 95.7 84.3 e
%y 100 [alfz | pHb5. 0 15 %) 100. 2 97.9 e
(n=12)

T U — )L 0D SE bmg BT 1%
(I RIS DA PR FMERIR T A R T A FEO—HUIEIZ OV T @ Rk 24 4 2 A 29 HEEH
I 0229 & 10 &)
BTk . BASER S EHEEBE SRk
e
PR 0 900mL
ABRIKIR L « 37£0.5C
ABRiE - OpHL. 2 (H R HaERE 11R)
@pH5. 0 (FHE D7~ Mcllvaine OFEMERR)
@pH6. 8 (H e HFEREE 2 1))
@7k
[Bl% - f55y 50 [Alfis GRBRIRDO~@) . 43 100 iR (FRERIKO)
REREIEL - 12 Xy BL
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HE HYE

RER A ) HHE
SHL 2 EAERIAIAS 16 3 DANIZ EH) 85% LU B 2856
(A E(E&*ﬁ%ﬁ% L) 50 [Elfis | RBREIAIDY 1553 LAINIT R 85% LA BT~ 2 20, X 164312815 5
i AR O PIIER HER M YERA O SERIEHEE = 15% ORI 5 5.,
pH5. 0 EAERIAID 16 HUINIZEY 85% L LI+ 256
(#® 7= McIlvaine @ 50 [Aliis FRBRAAIAY 1557 AT 85% LA HYEHT 200, UL 1530181 2
FEAETIR) FRBRELA O PIER =R DM YERLA O SRR+ 15% OFIPAIC 5 5,
EAERIAIAS 30 S DANIZ ) 85% LA EHEH UV E-&
FUE SN 7R BRERIC V0 T, R O SRR 50% 128
pH6. 8 50 [H1iE LW & & FEYERLRI AN BT S - R BRESRT IS B 1 2 s R 0
(B JRR RS 2 10 1/2 O VR R 2 R0 Y 20, M OE S =R BRI B
UNTL IR 0D SR VA H R A AZEHE LA 0D SRR VA HE R 2 9% D i
WZH B0, X 2 B OEN 3L ETH S,
EAERIRIAS 30 S DANIZ ) 85% LA EEEH LU eV 56
HUE SRR 3 W CEHERLA O SE RV 3R A 50% LA
" 50 [l 85% 1T L7pu & & FEUERIKI DR E S - BRI B 1T 5
TRHZRD 1/2 OB R Z 7731 24 22 RS R OBE S ik
R B\ CRRUBR LA o0 S35 18 HH SR DS A HE USRI o0 S v 3R
12% DEIFHIZH DD, XIT £2 B OED 46 UL ETH 5,
pH5. 0 EAERIAID 16 HUINIZEY 85% L LI+ 256
(# 7~ McIlvaine @ 100 [m]fE | BRERELAIAS 1553 LAINIZ Y 85% LA H¥EHIF 57y, MU 155312815 5
FEIETIR) FRBR LA O P ER =R DM YERLA O SRR + 15% OFIFAIC 5 5,

FRBRRMZBIT 27 VBT T Y —)1 0D §E 6mg[IATR | OF HZEE T HIEEECHE S L, HRHERA L

DS HIZEB OFRMED TR S LT,

ABRIEOpHL. 2, {557 50 [AlER

ABRIE@pH5. 0, {57 50 [AlHiA

120 - 120 -
100 - 8= o O 0 100 - _5 5 A
80 - 80 -

& &

H H

E 60 E 60

% %

< 40 < 40
20 - 20 -

00 ; ; ; ; ‘ 00 ; ; ; ‘
0 10 20 30 40 50 60 0 10 20 30 40 50 60

B (43)

R BRIK@pH6. 8, 4y 50 [l

B (43)

ABRIE@IK, fE5y 50 [AlfR

120 - 120
100 - 100
80 80
& &
H H
= 60 - = 60
% %
~ 40 =~ 40
20 % 20
0 og ; ; ; ; ; ‘ 0 ; ; ; ; ; ‘
0 60 120 180 240 300 360 0 60 120 180 240 300 360

B (43)

B (93)
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BRI @pH5. 0, 4347 100 [F1Hi4

120
100
0 —O—7 U 7T/ —)L 0D §i 6mg [H1iR ] (GRERELA)
&
§ ) —O—x ') 7 7 A 0D & 6mg (BEYERLA)
% . O HITEIE RIS IS 5 DM i H e
n=12
20
0
0 5 10 15

B (43)

HMN-6 71ETSY—)L0D§E6mglBHA DFHEBCEH (55 L
(REREAN R VRERFIOF I FHEDOLLE)

KIV-8 HEREA L ARERFN DO THBFHEO LK

B SEEHE (%) e
Jiik [ dR % BRI I TE IR A AR LA US|
pHI. 2 15 4% 102. 0 100. 4 ey
pH5. 0 15 4% 92.9 98.0 ey
N

g | mHs0 s | phes ol .8 .3 e

S i) 360 %) 13.7 12.6
K 10 4y 42.2 40. 0 -
7 360 4y 79.9 70. 1 "
54y 100 [EfiE | pH5. 0 154y 99.9 98. 1 ey
(n=12)

7Y BT — 0D EE 12mg [H75 2
(PR F =S D EW RGBT A KT 4 VO — GBI\ T (B 2) EENERDLED
[ TEHIH DAL R SRR T A R A v Rk 24 4F 2 H 29 A SRAHFA T 0229 45 10 =)
ARERE - BASR  EHERBRE SRk
RS
BRI R 900mL
BRI © 3710.5C
ABrif : OpHl. 2 (B REHEBRE 1R)
@pH5. 0 (D72 Mellvaine DFEEIK)
QpH6. 8 (H A HaERES 2 #))
@K
[Al8RE% « 4545 50 FlEE GRBRIRO~@) . 47 100 [FliE GRERIR@)
AbrEE - 12 Xy B

) E HHE
e s il e

ORI O TR @ L% DI HE
HEYERIRIA 156 P LANIZ R 85% UL VST 2356 | R = 15% O i
pH1. 2 FRERTUAIDS 15 43 LAINIZ ) 85% UL FIRHT 257, X | 222 DM 12 i+ 1
(HREHRER | 50 [@iE |1 15 0281 2 3 BREAI O PR MR AMEHERIA] O | ELLT ©, FRRHE L
% 1K) TR+ 10% OFPHICH 5, 26%DFIPHEZHEZ 5 H D

VAYASAR
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HIE AL TE

B e St

X% 2 B ofE 61 LLETH D, 72720, BlESNT
FBRIF R W TREHERGR OIS HHERS 10% L F O
Bt BUE SN B COZHIE L, BRI D
P HHER DM YERUA O SEEJER R £ 6 % OHPHIC 8 5,

(1) B =R ()l # DR
EAERIAIA 16 3 LANIZEE) 85% LA S 2458 | FHEE =R+ 15% DO &#iH
pH5. 0 FRBR LA A3 15 43 AT Y 85% LA BT 2 200, X| 2B 5 b0 12 T 1
(FED = McIlvaine| 50 [z |1d 15 01281 2 BBREA| O s H RS EERIK O | HLL T C, EHEHEE
DIFHEHR) TR ER = 10% OFEFHICH 5, 25% DHFPHEBZ D b D
MR,
FEAERIAIAS 30 S APIZ ) 85% LA EEAH L 22V E-E | IR H 3R = 9% O iR &
FUE S U7 FRBRIER 2 30\ TR HERLA O S IR B 2. 5 H O 12 fEH 1 J
50%IZFE L7a\ & &  FEYERIFISHE S V7= R BRIFIC | LU F L B R+ 15%
oHE. 8 %Héﬁﬁ%ﬁ%@L@@ﬁ@%ﬁ%?%ﬁﬁ%&%ﬂ@ﬁﬂ%%ié%@ﬁ&
(H%%Eﬁﬁ 50 [l ﬁ\&Uﬁiéntﬁ@%%tﬁwr\ﬁﬁﬂﬂwﬁwbx
5 2 i) VAR DM HERLA O SR IR £ 6 % OFAFHIZ & 5 D,

EAERIFN DS 30 3 DANIZ ) 85% LA ETEH L 22V GE
BUE S =R BRI RIS 3o W TR HERIA o0 SR =R )
50%Lh E 85%1T5E L\ & & | BEERIRI SR E Sz
7K 50 [mlfin | FREREFRIIC IS T 2 VRIS D 1/2 OISR 4R
T A, M OHE SRR BREER BV T, R
BRI D L) PA H 3R A HE RS O PR = 8% D
HPHICH D, XX 2 B O@EN 55 LLETH 5,

SRR R+ 12% O &
THEZ b0 12 1
TLLTF T, FHE R
20% DFIPHZHEZ D b D
AVANAN

BEYERAI 2 16 53 DANIC P 85% LA E¥RH§ 5 455

SRR ER + 15% D HiE %

s fIiHMBc;Iolvaine 100 e | PRIRBIAVES 15 5 DUINIC 55 859% DL L2 1, UK | 882 % >3 1285 1 (DL

e 5115 Sr1c 351 5 BBLAN 0 SR S A I RUA O | TG, SIS+ 25% 0

" YRR+ 10% OHEIFHIZH 5., HFHAFEZ D B DN,
BRI

[E BN 72 %% 1 B R O W ER R SRR T A BT A > ) (CFpk 24 4

2 H 29 AfF, HAFRA

%0229 85 10 B) ([2HSx, 7Y STV —/L 0D 5 6mg[BHYS | A FEHERIK L 7= L x| KRR
BT 7V ET T — 10D EE 12mg [BHTE | O ZRENTZE L <, WANIEDFICR%ETHD &

A=Y (W

AR OpHL. 2, 357 50 [A]HA BRI pH5. 0, f743 50 [Fl#A
120 4 120 4
100 - 100

% 80 - % 80

H H

= 60 - & 60

% %

~ 40 | =40

N
o
L
N
o

o
o O
o
O

15 30 45 60 0 15 30
B (5) B (53)
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BRIE(@pH6. 8, fE4y 50 [HlHA REBRIE@AK, 53 50 [H1HE
120 120
100 100
o 80 = 80
B B 5
§ 60 § 60 ™t v— A4 AT
% %
~ 40 40
20 20
o OO0 ? 0
0 60 120 180 240 300 360 0 60 120 180 240 300 360
B (%) BERE (53)
FBRIE@pH5. 0, fi:57 100 [A1#R
120
100 00— N ~ =
——7 U7V —)L 0D i 12mg (BTG GRERHLA)
s —O— [EHERLF] (7Y €T — )L 0D §iE 6mg [WTA))
i
E O SRR AU 2 [ S H e B
% 40 n=12
20
0
0 5 10 15
R (43)
BV-7 7YETZY—)L0DfE 12mg BRI DBHERICE T HR%E M
(BABREA R CIRERFDFYAHEDLE)
RIV-9 HAREHK LIFERAOFHYBHEDLE
B SAT PR (%) e
Jiik ELE ABRIE | CHIE R A BRI Fr e
pH1. 2 15 4y 97.3 100. 2 A
pH5. 0 15 4y 87.0 89.9 A
VHERBRE | 450 mEE | pH6. 8 360 4y 6.8 6.9 Ty
PRV 54y 35.7 36.8 .
( %) " )7\ o
360 %y 61.0 62.9
1§53 100 [Alfi5 | pH5. 0 15 4y 95. 0 99. 2 ey
(n=12)
RIV-10 FEBREFOELDBHEDLLE
B 7 U TS —L 0D EE 12mgBIE ) i
ik Mg | REBRIE | CHUERER i 2 D (%) TV (%)
97.0, 98.2, 97.0, 97.8, 96.1, 97.9
N N
pll. 2 1597 198 1, 96.4, 96.1, 98.7, 97.1, 96.7 7.3 Ha
85.5, 84.9, 87.0, 87.2, 87.8, 87.6
/\ ) A} N ) A} N ~- A
5y plio. 0 15 89.4, 86.5, 88.3, 87.0, 85.7, 87.0 87.0 Ha
WS HIBRBRIE | 50 Bl . |6.8, 6.8, 6.7, 6.9, 6.8, 6.8, N
(S RE) PHE. 8 3097 16,7 6.8, 6.8, 6.8, 6.8, 6.7 6.8 A
62.9, 60.7, 64.7, 65.1, 60.4, 63.4
N BRVN RN BN PEEEN LN LN AN
x 36097 1617, 56.1, 5.4, 58.8, 61.5, 6.5 61.0 e
5y L |93.8, 93.8, 96.3, 94.5, 95.7, 94.9, N
100 s | P00 1597 1953, 94.8, 96.0, 93.8, 95.4. 96. 1 95.0 Ha
(n=12)
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7Y ST —L 0D SE 24mg BTG 1%
(B HEH SO EMFHIREMRBRT A F 74 VEO—HBIEICOWT (B 2) SENSER KN
[ HUA O AW FHI R EMERBR T A BT A 0 Rk 24 4F 2 F 29 HIRAFAIE 0229 55 10 &)
RERTIE - BRI WHRBRE SRk
ARERSE

BRI & 900mL

ABRIEIRE © 37£0.5C

AEAE . OpHl. 2 (HREHRERE 171))
@pH5. 0 (GED 7= Mcllvaine OFEER)
QpH6. 8 (H AR 2 #R)
@k
[R5 - 5y 50 [alfin GRBRIRDO~@) . 4y 100 [HliE GRERIKO)
REREE . 12 Xy
I E H e
. ) e
PRI (1) FHIEHE ) i % DvEHE
PHL. 2 %i‘%i%ﬁﬂzﬁ 15 53 ANIZ 55 8%2@%&?6%& ﬂ?i@iﬁm%iil?%@%ﬁ
(H)%?@Ej%t%ﬁ 50 [l FRERTLAIDS 15 43 AINIZ ) 85% UL FIRHT 257, X | #2252 b DM 12 i 1
PR 1 15 3BT 2 RBR A O YA SR AMEERIAI O [ B LT T, +£25% OFibH
1) TAGRINE = 10% OFETAIC 5 5, A B HORE,
REYERIRIA 156~30 M FH) 85% L LT 2556 | IR = 15% OHiH
pH5. 0 FEHERIFN D IR H R A 60% M (N 85% & 72 BjiY | # B2 5 b oS 12 8 1
(7= McIlvaine| 50 [Afin |72 2 REAIZ I8N T, FRERBA 0O L% =S8 0N EEYERIA | LA T CL £25% DA
DIFHEHR) DR E10% OFEFHICH 50>, XU 2 O | 2822 DR 70,
EA 50 LLETH D,
FEAERUANAS 30 53 PANIZ 5 85% LA EFEH U R VWA | IS HE =8 £ 9% D i A
HUE SRR I B W CREYERIF| O EEIR R | 28 2 5 O 12 fE F 1
2N B0%ICE LA\ & & MEHERIAIAN T S ZRBR | HLLT T £15% 0%k
REMNZH 1T 2 EHVEHERD 1/2 OEREHEEZ T | 2B XD L OB,
pH6. 8 WY, ROBE SN BRI Vv T, )
(B RS | 50 [mliE | BREUK] 0O R H 2SR HE A O SR HE £ 6%
% 2 IR) OFPAIZH B0, XX £2 B OfEN 61 L ETH 5,
772 L, BUE S RBR RIS B CRERE LA o
BIEHRDN 10% L FOGEA ., HE S - RBRrEER <
O FFAM L. #RBRRIF] 00 B3 HH =R DM HERUH] o0
B HE 6% OFMICH 5,
REFERIRI AR 30 53 PANIZ -3 85% LA E¥EH L2 VWEE | TR 3R = 12% O i
HE SN RBRE I B\ TIEERIA O SEIIR R | 28 2 2 b O3 12 fHH 1
50%LA E 85%61ZFE L7a\ N & & | FEERIFIDSIE Sz [ LR T, £20% O4iFH
K 50 [El#E | FRBREFRIZ ST 2 EEREHERD 1/2 OSFHENRER| 2B 25 H OB,
T AR, M OHE SRR BREER I BV Tl R
BRI D SR HH SR DM HERIE] O SR HER 8% D
BT D H, XL 12 BB 55 L ETh 5,
oH5. 0 RIERANNS 16 5 LANIC ) 85% LA BRI S D6 | L7 3 £ 159 O i
(- M(;Hvaine 100 [ BRI 15 93 AN I SS%ML%Hj#ém X|&HBZ25H00 12l 1
@%%@@ X 15 2B B RBREAI O S IE R OMERERLK| O | HLL T T, £25% D i
7 SRR+ 10% OFFIZH D, BHBZ DL,

(G BT 28 0 BT RIA O A LR R SRR T A KT A ) (CFRk 24 45 2 H 29 AAF, MK
F% 0229 45 10 &) ICESX, TU T TV —)L 0D BE 6mg (BTG | AARUERIK| L U7 & & KRB
WZBITHT7T U EFT Y —/L 0D EE 24mg [ATE ) O HZEENTSE L <, MEANIAEYRNICRETh 5 &

BRI NI,
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BRI OpHL. 2. 4y 50 [Aliix
120

100

t
6

80

60

(K)HEH

40

20

B (43)

ABRIE@pHS. 8,

120

3 50 [E]#i%

B
2

100

80

60

(K)HEH

40

20

0 LOO00—0—0 o
0 60 120 180 240 300 360
R (43)

BRI @pHB. 0, f#5) 100 [Bl#x
120
100
80

60

(S)BEB

40

20

B (43)

BRI @pH5. 0, fE:4) 50 A5
120
100
80

60

() EE %

40

20

o
[
w

30 45 60
B (43)

ARBRIK@IK, 753 50 [
120
100
80

60

() EE 3¢

40

20

o

60 120 180 240 300 360
SR (43)

——7 U STV —/L 0D i 24mg [BATE | GRERELA)
—O—fEHERLE] (77 ) €T Y —/L 0D §E 6mg[HHIA))
Q HITEREAIT 51T 2 S HEHITE S
n=12

HMIV-8 7YETZYV—IL0DEE 24mg BRI DBFHESHICH T HREM
(GHEREF R VRERK DT FHEDLE)

KV-11 HABREA L RERAOFHEHED LR

ARG SEEHE (%) e
Jilk EIL iR BRI I TE IR A ARER LA P HERL A
PHL. 2 154y 92.2 95.3 e
55 51.5 5.9 i

s | 5 som || 19 =2 22 -

i et S [ pHe. 8 360 4% 3.3 3.4 Ee
(S RIUE) -

X 55 36.4 1.3 i

360 4> 49.9 52.6 "

5y 100 A5 | phl5. 0 154y 8.5 93.9 A

(n=12)
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FIV-12

ABREANDELDBEHEOLE

ARt TV EF T =L 0D i 24mg [HHIE) i
itk mlfsgc | BRI | CHERE A il 2 D¥E R (%) PR (%)

90.7, 91.5, 92.1, 91.2, 93.9, 90.8

AN BN BEON BB SN BE2IN oI\ - O hreaaN

pHl. 2 7 losa 911, 92.6, 93.8, 92.4, 91.6 92.2 B
80.3, 78.4, 79.8, 78.5, 78.9, 79.5

I\ ) A} N ) A} A} ~- I\

545y pio. 0 177 |83.3, 78.5, 78.0. 79.3, 78.9. 79.9 7.4 B

P HRERE | 50 [ls S [3:303.3,3.3, 3.3, 3.3, 3.3, "

(X RLiE) pHe. 8 077 134 3.3, 3.2 3.3, 3.3, 3.3 5.3 B
50.8, 48.5, 51.2, 53.1, 46.9, 51.2

N . Oy BEON VYN B - I\ . LN hreaaN

x P07 149.7. 6.7, 53.3, 46.5, 51.2. 49.3 19.9 B

5y . |88.6, 88.4, 88.7, 88.5, 88.4, 88.4, N

100 s | PO o 88.7, 88.5, 88.4, 88.6, 88.3, 88.4 88.5 B

(n=12)

LAl ]

TS T — 1% B2
(%I EH i DL FRIRIEVERBR T A BT A O BUEIZ DWW T - Pk 24 45 2 29 AR
A% 0229 2 10 =)
RKER I . BRI S
AR
BRI R 900mL
ARBRWGIEEE © 37£0.5°C
B - OpHl. 2 (B RHEHRRE 1110
@pH5. 0 (D7 McTlvaine DOFEMEHR)
@pH6. 8 (H A RS 2 i)
@7k
[ElRE « 35y 50 [HliE GRERIRDO~@) . 47 100 [FliE GRBRIK@)
ARBREHL - 12 XL
) FEE

WHRERIE N PVIE

IR HEIEE

YRS 16 S5 LAINIZ ) 85% LA R 5 56
FBRELAAS 1653 INIZ ) 85% LL LIS 2570, UT 15521281 %
AR 0D SRR H SR AMEHERUH D S H R+ 16% OHFEFHICH D,

pHI. 2

(R Rt L) | 0

EAERIAD 30 pLANIZEY 85% LA BB L Aa W5

HE SN 7RI B W TEAERLA O SRR HH Y 85% LA | &
oA & & EEREIO IR RN 40% KO 85% T DI % 7 2
BEALIC RN T, ARBRBIA D EH Vi 2R AV RS HE R 0 S v H 2R =
15% DFEIFHIZH B H, XiT £2 B OfEIT 42 L ETH B,

pH5. 0
(7= Mcllvaine @
FETER)

50 [Al#i%

EHERIAIA 30 3 LAPNIZ ) 85% LA EVRH L s W&

HUE SN RBREEMIC BT, FEHERLA O LR 3 50%I2 52
L7 & & AEHERAINHE SN -RBREERIC BT 2 E8E R o
1/2 ORI Z2 773718 2 70 S, ROHE S - RIS
UNT, BREREUA 00 SR A HH SR ST HE LA oD SRV HH 2R 4 9% OO i
WZd DN, XX 2 BER O b3 L ETh b,

pH6. 8

(R 2 | 0 B

FEHERIAIA 30 3 LAPNIZ ) 85% LA EVAEH L s W&

FRE S 72 B IRE R 2 3 W\ THEHERLA O SE VR DY 50% UL E
85%IZEE L7 & & FEUERLA AN E S 7 iR R B80T 5 Y
TEHED 1/2 OB R % 7R3 Y 72 R & OYRE S -3k
R B W TR LA O S 1A H S DZE HERLA O SE PR H 3R +
12%D#IFHIZH D>, XL £2 B OEN 46 UL ETH 5,

K 50 AR
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AR IR HIE AL E

REYERIA 23 30 23 AT 85% LA BESHE LW BE

pH5. 0 HUE SNl BRIF I W CHEHERLK O SR RS 85% LA E &
(&8 7= McTlvaine @ 100 [EiiE | 725 & & EERFIO VIR HEN 40% K O 85% (UL D %472 2
FRETIR) BEAIC RN T, ARBRBUA O SEH Vi 2R AV RS HE R 0 S v H 2R =

15% D#IFHICH D, XL 2 B oOEIX 42 L FTh 5,

HRRARMCBT 27V ©F T Y — 8 1% BTG O HZETHEAHEICES L, RERA L OF

HZEE OFRME D RS S LTz,

BRI OpHL. 2, 457 50 [alis

120
100
80

60

(K)HEH

40
20
0

0 15 30 45
B (43)

ABRIEpH6. 8, fE4) 50 [Alfi
120
100
80

60

()4 EE 3

0 60 120 180 240 300 360
B (4)

BRI @pH5. 0, 1847 100 [F]H4
120

100
80

60

() EE 3

40
20
0

0 60 120 180 240
B (53)

ABRIE@pH5. 0, #57 50 [als

120

100

(S)MEH
5 & 8 8

o
o
)]
o

120 180 240
B§RA (43)

ABRIK@IK, 4557 50 [alds

120

100

80

60

() EE 3¢

40

20

0

o

60 120 180 240 300 360
B (4)

—O— T U LTV — W 1% BRI GRERELA)
—O—T U 77 A 1% (FEYERLK)

O CHITEIE AT 1 2 B SR
n=12

HMN-9 7YETSV—ILER 1%BREI DBHEETH 1T 2B MM
(REREAN R VRERFIOFFHEDOLLE)




10.

FV-13 HEREK LZERFNDOFEHALEEDLE
B SA: SEHER R (%) e
ik B BRI Y E R A TR HE HE R
PHL. 2 15 4y 101.3 95.2 o
5%y 42.0 46. 3 N
pl5. 0 90 %y 98. 8 85. 5 W
o 54y 50 [AlE 30 4y 9.8 12.5 i
stms | 0 O e s s o
S F g 360 4> 16. 1 23.5
« 30 4y 28.0 32. 1 i
7 360 4y 66. 0 63.3 H
. 543 44. 8 56. 3 .
Ve WAN AN
fE5y 100 [Els | pli5. 0 30 4% 87.9 83.9 A
(n=12)

(N ERNRELGES - B, SENRRLCRS - BEICHT H1ER

% L7

(2)a%

(7 VU F5 Y —LE 3mg THIVE])

PTP w2 (RzIgEHIA)

NTEEE (R RV FLEAIA)

100 #8 (10 $£X 10)
500 &E

(VY ETF— L 6mg [HIE))

PTP w2 (RzIEHIAN)

NTEEE (R PV AL FERAIA)

100 £ (10 $£X 10)
500 &E

(F VT —LEE 12mg [HIG))

PTP @2 (RZIEHIA)

NTEEE (R BV FRAIA)

100 #8 (10 $£X 10)
500 &

(T ETF Y — LEE 24mg THHIE )

PTP @2 (RZIEHIA)

100 #8 (10 $£X 10)

(T US55 —1 0D 5 3mg THHIE )

PTP 812 (WofgfiA)

NZEEE (R MV FERAIA)

100 2 (10 $£X10)
500 BE

(7Y E7FF—10D 8 bmg THHIE)

PTP 812 (WLfgfIA)

NZadE (R MV EAIA)

100 2 (10 £x10)
500 BE

(VT —1 0D 5 12mg THVE )

PTP alZE (Wi A)

NZadE (R MV REEAIA)

100 2 (10 $£X10)
500 BE

(7Y EFF—/L 0D 5 24mg VG 1)

PTP &3 (RziAIN)

100 #2 (10 $EX 10)

(TIPS — 8 1% TG

AN N

(RZlEAIAN)  100g

(T ETT7 Y — L WNHTEE 3mg TR )
28 7l (78X 44%)

(T V77— /VNHISE emglBHTR 1)
284 (778 X44%)
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11.

(TVETT— VNS E 12mg BTG D)
28 A1, (7 A1 X 4 4%)

T U T T — VN IR B R A RS A R

(XM 2. = Do BEE R DS

Q) FlREE
FY LR

) BHROME

TUVETT—/LEES -6+ 12 - 24mg G

TIUETTY—)LODEES + 6+ 12+ 24mg [FHIA]

PTP 1%
PTP > — bk : AU BV, &R
Ny R:RY)7FaE Ly
te—: R FLr, &R

PTP Gl
PIP v — bk : R T Ly, &R
Ny R Ry
te—:RIzF L, &8

E AR R =1 < PG
NyFr Rz F L
FEo R =F L
SN R

I K SAFE K
N T Lk N Z Ak
AhLv RV FL AbhLv ARV FL

T AR N R = 3 i PV
NRyFr Rz FLv
ot R =F L
SN AR

TUVET T — 1% TBHE]

TIET T VNAIRSE 3 - 6+ 12mg[BHIR)

AV :RIZFL >

R A NV =1 - P
RyFr :RJzFL v
A IR S

o &R, R xTFLrr
|slh= R N R =l P
5 R

AERB SN D EME
SRR L

12. Z0fh

ARV
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V. BEICEEI HIEHE

1. FTEEXITHHE
Ot &£
OWIBHIEE (= 5+ 2 BER DhE

2. PEXIIHRICEET HEE

BRE STV

3. HERUVH=E

(M RERVHEDES
(M & KFE
HHE LA 17) v =& LT1H6~12mg %Féﬁ#ﬁﬁi 1 H 6~24mg Z#ERF &L L.
L EIE 2 [N TR ET 5, 72d. Fn, JERIC BEET 525, 1 H &l 30mg

BN L

(BIBHEEZIZH T S BERDEE)

WE. RAIET Y 1:77/—-»}_» LC12~24mg % 1 H 1 [ERO# 535, 728, BGHAET
24mg & L, Fln, JERIC WEHERT A28, 1 HEIL 30mg 222V 2 &,

(2) R U R B OBEER - 1
LB L

4. BERUVHAEICEET HFE

1. % - REICEET HEE

(GhEEHE)

1.1 RFNEFIREBICET 2 ETICH 2 B2 ET 5720, 2 EBUNICHEE LN ENREE L
W, [16.1.2 BH]

(& KRFED

1.2 KR ORGEIIVLER/NNREERD LS, BEZLICHEBICBE LN OHME T2 &, Wi
I kBB R oEmITMmAF STV ] [17. 1.1, 17.1.2 ]

1.3 MOPUEHIRIEN O ARFNCEFTTL5RBE LD L, HICRAERTEDIRE LG T 5 BE T
BUWERAMREH LT W2, 208 RBRETIRI VEEIERZBZE LN b HELZ ST
5HZ &,

5. BRERALIE

(WEBET—2 /8Ny 45—
BARWAAR
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(2) B PR IR 5
LB L

Q) AE RIGIEZRHER
M E R L

(4) BREEHIEAER
1) B3MHREEAER
MM ER e L

2) REHHB
AR L

(5) BF - fRRERIGER
M E R L

(6) Ja B AafE F

1) ERARMERE (—RERARERE. REERAMERE. ERARELERAR) .
— A RN—RFE.

LSRR T
PR
W RERRBRONE

WA RFMIEC LTT U 77y —ugE TBTG) /0D 88 TIR) /1% THG) /PR THATGR )

TP b LT B B g BLEIRGE % O F FERE

BT o ZEMKR A 2R T2 %

HEgE LT, HRHBGREA Y (2017457 H~20194E 12 H) &2 EHi L7~

@O I HpkAETA (& 1)

HExO HRY TUVETTY—vgE TR / 0D 88 THRA] /#k 1% THVG) /WA TG off
JAEETICBT DLV OGN ERed D,

TRk g g 7

xR BE MOEMEICH LT, 7V A5 —u8E TG /0D 8E THRIE] /1% (RG] /
WK TG 20D TG 5 B3

AR AW ¢ 2017 4 7 H~2019 4F 12 H
BERT - 52 M

JE B EL A EEINEGIER : 361 1] (B AZMERIE : 6 B SGER] & LT 300 4, 52 %5 IEH

L LT 100 2L 1)

LR VEREAT KT GRE B EL « 347 {5
FSIVEREAT KT GERE B %L ; 284 {51

EERATEY i e
BIVEFRIERIL 11.0% (38/347 #l) TH Y., EREWERIX 7 V7] $2.9%
(10/347 ) . THZHE) 725 1.2% (4/347 fl) Th o7, F7-. EELBWEMIL THE
PRI 2B 24F, TEmE) 1611 #4of 2638 ThH Y, WL IRMASIEICTEER
SNTWABEFODOEL ThHo7-, HEPILICE - FEFESIT 184 (10.8%) IZH
OO, BB IRIFE LT OREMITERD b o T-,

2) RREHLELTRETFTEDRABRITER L -HE -

AL

HEROBE
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(7) T ot
M LR
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\

EEHE(ICEY DIEHE

EEPM(CEEHSILEYMRITILEWEE Y

YURARY Ko RYURY Ry 7 F T 7wV, o Ao sEfsEkfy, 7at ot
V. AT sater TEFEUS LA VB, suT s D UERIE YTV E
YT IR, e ) RV

HE  BEO®H DILEMDOREE - RFIL., EEAORMNLELSRT L &,

EEER

(1) YERERGL - 1ERBERE *2

TUET T =L, D2/, 5T, ZBROE T T=A N ThH D, D,ZRIKEYT T=A k
TERIE, RS URENEWE X2 D, FEEM. KW & 203 D, MIER 2 % 4 5, Ak
FHERE T, PRGOZR D RS ARG EI S BIEENREICH D L BEX D TRBY, TIET T
VIS D, R L TT X I =A e LTERT 5 2 L THMIER ZdET S, — 4,
M R, BEMERR, BRI TIE RS RIEE N T LAIER - (KIEE L 2> THY |
TVETTS =R D, ZREA~DT T=A FE L TERT S Z S IC Kk VEMEREZLEL TV D
EEZBND,

Q) ENEEN T HHRERAE "
EEN RN 2 8HER (=7 %)
MAEKEDOEMETT L E LTIAEND A X 7 2 & 2 b~ T ZADEBH BN 540
FlZh R A PUEMIRIER OfREE L L, &A (EERE 7V 77 Yy — AT KT U B Z
V'—L 0D $ETHIIR)) OBEEHF Lz, BTk, F9%5A (T7I 7Ty =L TO0.1 K&
V0. 3mg/kg) HREOFE- L, 20 60 %ICAEREEIR UIA X7 24 I (Ing/kg) ZFTH#
5 Utz EEEOHEIIE AR GBS D 120 250 (EFEARIEIIAZ 7 =22 IO T
560 3% £T) 17-o7=,
ZORER, AT 2 X IITL DU AEBEOBEINCK L, £RANT 0.1 KO 0. 3mg/kg (7
JEZZ Y — e LTC) CTHEKRFIIZEH L, 0. 3mg/ke THER G-HEI L CTHERIGIER %2
R LT, (p€0.05, A X7 =X I U HUMBHREL O Dunnett BUZ BB E) (XVI-1, X
VI-2),
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A)

600 1 ATy 3B
500 |
—O— i + R A 5B
400 e I A5 VT 28 3 L
—h— JEAUERIF) 0. Img/kg T
300 AY 7 3 S
200 —— fEUERIA 0. 3mg/kg T
AY T 73 RS
100 +
0
B)
600
500
—O— I + AR AR 5B
400 —@— B+ A T ¥ I ERSE
—&— 7SS =g THIE] 0.1 mg/kg +
300 + AX 7283 A
000 —— 7S5 — g T83R] 0.3 mg/ke +
AF Ty I REE
100 +
0 1 L n i i L b1
10 20 30 40 50 60 70 80 90 100 110 120
C)
600 [
500 t
—O— B + R A e B
400 T —e— G A VTS I RS
—A&— 7 ESZJ— 0D # [#i5] 0.1 mg/kg +
300 + A¥ 73S
200 —o— 7SS/ = 0D WG] 0.3 mg/kg +
AY T =83
100 +
0

10 43 fiF OED) B 0 W45l & EREERR R T FERFIIC R L T,
(n=5-10)

RVI-1 ATz 3IUARVRICERETHIEHENEMICHT HEHANDEZEDRERKEL
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2500
iE
5 2000
B
~ 1500
h
2
<, 1000
F

500 — —

WM 01 03 o0l 03 01 03 B A 01
(mg/kg) = A TIEFS S =N FIETF S = = o A
p-o- g 934 0D g 8] & (993 0D $i i
- AY 7283 Y 1Imglkgs.c.
0~ 60 % 60 ~ 120 4

BN GE 60 DB KT A Y 7 28 3 W AF51E 60 47 D& RBRAT OB R O P & R AT R L,
* 5 p<0.05 X4 BRI 5 (Student ) ¢ #5E)
Fip<O005F AT 7 2 ¥ 3 HMEER (Dunnett #7E)  n=5-10

RVI-2 A2V T7IRIVICKHEBHEOEMIRFITRZEFNDZE

(3) EF R IR - Fibsh
M ER L
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VI

EWEREICERT DIEH

A REDHR

(D aR LA M pPIRE

BRI L

Q) FERABR CHZEIN-MPRE
< AW R SRR SR >

(L RS L DM ARV R Y A R4 2  ERk 2442 H 29 A SRETEA I 0229 45 10 2)

17 VST —LEE 3mg [HE] .,

TYES T — Vb 6émg [BR)) *Y

TIUETTY— EE3mg BRG] &tV 77 A 8E3mg, 7 VT T —LEE6mg THHIG] =BV
TrABEbmg &, 7 RAF—RN—EIZLVENENLEE (TIVETT Y — & LT 3mg Xk 6mg)
R AN B FICH R BRI O 5 U TR R GRIRE 2 JE L, 5 Dz EyEhie o A —%
(AUC, Cmax) (22T 90% 5 X FEIZ THEHENT 21T o 7o/ R, WTH b 1og (0. 80) ~1og (1. 25)
OFFANTH Y . TIEIVHEH O LA RS TE DS R Sz,

(ng/mL)
20 —e— TUETF/— L 3mgl iG]
o ZEVZ77A4EE3Img
1t (Mean +S.D., n=15)
"5
1|
-
v
o
7 10
7
oo T —
w2 T
3 — .
b
0 o - ' y :
036812 24 48 7z 168
[ (hr)

RVI-1 3mg ERSHOMBHT ) ETF V- VREHD

(ng/mL)
4
50 e TYETTV— NS 6 mg Wi
o TZEYT77A86mg

i 40 (Mean +S.D., n=18}
it
-
1
é 30
4
7 20
1
e T—
2 10 ““HLMH‘ L
B I N
-
N S . ia
036812 24 48 72 168
R ] (hr)

RVI-2 6mg fEik5ROMERT7 Y ETS - LEE#RE

FVI-1 3mg e & U bmg SeIR G REDEYEIRE/NT A —4

e BE 0 TONT AUC, Cmax 250D /%5 A — &1
HAZ L > TR DH[REMNH D,
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PeBR HIENRT A =L BENTG A—H

EH AUC, (ng * hr/mL) Cpax (ng/mL) AUC, (ng * hr/mL) | C,, (ng/mL)
TIETT Y — NV EE

) 15 701195 15.7£2.8 2.1£0.5 58.0+18.4
3mg [BAYR)
TtV 7 7 A 5 3mg 15 6872192 15.1+2.7 2.4+t1.3 58.0%+17.8
VTSI — g
7 17 G 18 1574+574 36.6+12.8 1.5%0.8 62.7%+19.2
6mg [HIGH)
TtV 7 7 A B bmg 18 1536565 35.2%9.1 1.6%0.9 61.1%+17.1
Mean=S. D.

- BB ORI RHEROTRELEEL - Ry O RRBR S



2) 7T VBT T — g 2mg[BIG 1%, 7TV 7T — VEE 24mg AR IR 12V

T U BT T —EE 12mg G R OT Y ©F TV — LEE 24mg TBATR 11T, (& &N 572 5% 0 [E
B OEFRIR R T A R T4 ) CFRk 24 42 A 29 B, EAEEAR 0229 3 10 5) (2K
SE, TVUETS TV b bmg[BE ) A EERIFI L Lz &b &, WRHEENS L, AW RS
LB ENT, (TIV.9. s DIESR)

)T VBT —/L0DEE3mg [BIR] . 7 U ETZ > —/L 0D 6mg [HI7R]
TUVETZY—L0DEE3mg [BIR] &=V 774 0D&E3mg, 7V ETZ Y —/L 0D &E 6mg [HHIR)
ETEV 77 A ODEEbNg &, VR AL —N—JBIZLDVENENLIE (TIETTY—E LT 3mg
I 6mg) EFERR N ISR HERE RS Ui R A BRI EE 2 E L. 15 S - By EhRE
T A—% (AUC, Cmax) (22T 90% 548 X MBI TREFHIENT 217 - 72 fE 8. W9 b 1og (0. 80)
~log (1.25) OFHNTH Y, ZNZEINHAIO LM FH R SR MR ST,

B, 7TIVESTY—/L0DEE3mg [HE) 2=t U 774 0DEE 3mg KOX7 U EFF Y —/1 0D g
6mg [HIR) & =B YU 771 0D &E 6mg 1L, KbV KUK L TERE LT,

[ngx’r_nl.} (ng/mL)
25 —e— 7Y ¥FT Y~ LODE 3 mgl Wit - —e— TY¥FF YN OD §i 3mal Wit
o TEY 77 40DEE I mg o TEY 77 40D I mg
20 (Mean+SD., n=15) & (Mean+SD.. n=16)
i N 15
r T
7 15 )
¥ i ¥
A N
v 10 - l v i *Tswal
— g -
;{, T Vo= T T T——
- T B SR T
I - i “~wfv¢$1|
I I
(I S——— N N . s 0 - 1t
036812 24 48 72 168 036812 24 48 72 168
R[] (hr) R ] (hr)

V-3 ngD ek 5HONEHRT ) ET TV - VREES (KHYRE) B4 dnelD EREHOMEAT Y ETF V- VRERS (KGLRA)

(ng/mL)
—e— T ETF /= 0D 6 mgl Wik T —e— T ET T — 0D 6 mgl Wit ]
oo TEN 7 7 4£0DEE6mg 40 o TENY 77 40DEE6mg
(Mean+S.D.. n=15) (Mean+S.D.. n=16)

BB

N
~J__

e — NI m=N
LS+
o

— ]

\gv 0
2

0 e PP n "
036812 24 48 72 168 036812 24 48 72 168

=3

i [ (hr)

RVI-5 GnglD Sek5EHOMERT ) ET Y- VREES (KHYRE)
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g [H] (hr)

RVI-6 GnglD ek SEOMEHRT ) ET 7Y VREES (K& LRE)



FVI-2 3mgOD & K& U 6mg0D fEi% 5RFDEMEIRE/NT A —4
Witk 5 A—4 BE 5 A4
B AUC, (ng * hr/mL) Cpay (ng/mL) AUC, (ng * hr/mL) | C,., (ng/mL)
K |7VEFFTV—1 0D
y 15 820+245 18.2+3.6 1.7+1.0 67.9%+20.2
% #E 3mg [BATR)
}?% Tt Y 7 7 A 0DEE 3mg 15 779+265 17.7%+4.6 2.0+1.4 66.7+21.5
&, |[T7IVEFIFTY—n 0D
. 16 662 +t236 13.7£3.2 2.5%x1.2 59.3%15.0
7125 5 3mg [HIA]
?;E T BV 7 7 A 0DEE3mg 16 587182 13.2£3.8 2.3%£0.9 59.2%+15.3
K TYETTY =N 0D 15 1353=+395 31.5*6.9 1.8%+1.0 57.4%16.6
%) # 6mg TG - T T R
?;E T Y 7 7 A 0DEE 6mg 15 1346=+389 31.2%6.2 1.7+1.0 58.1%x19.3
K |7VEFFTV—1 0D
y 16 1764=+292 36.4%6.2 1.8%+0.8 66.4+17.8
{f #E 6mg [BATR)
}?% T BV 7 7 A 0DSE6mg 16 1691363 36.1x7.3 2.1Fx1.1 65.6*t16.6
Mean=S. D.

I PR EE W ONT AUC, Cmax 250D /%5 A — & 1%, W5 Ok |

TRCE > TR D AREMEN D S,

PRIE DERIR AL -+ RS O 7Bk 5%

T IVEFF—L 0D EE 12mg[BE 12, 7 U 5 — /L 0D & 24mg [FAE |29

TUETT—L0DEE 12mg ARG I KON U 5 ) —) L 0D £ 24mg MERYE 11X,

(& RN DA

[ K D A FR R MR T A R T4 ) CFERk 24 2 A 29 BAF, 3ER5EAE 0229 25 10 &)
WCHASE, TIUET TV /L 0D 5 bmgl BTG 2 A=HERIFI L L7- & &, IEHZEEINSE L, A%
MICRIEE & A s iz, (TIV. 9. s DTESR)

57 U BT T — Lk 1% B

TIET I —=NVB 1% G L= 77 A8 1%%, 7 r AF—"—EIZ XV ENEN 1g (T
VE77 =& LT 3mg) MEEMAS FICHEEHEEREAOFS L i R LIRRE 2 HIE L.
BoN-EYERE/XT A —4& (AUC, Cmax) (22U T 90% (5 #E X VA THEGHBHT 217 > 7255 5.
WL log (0.80) ~log (1.25) O#FANTH V., TNZIWHHI O LY ZRIRZMED MR S

7~

(ng/mL)

i}

AU SRR

it

25

20

O i 4
036812

24

S XTEYT AL %
(Mean+S8D., n=18)

PR ]

43

—e— TUETIFV—H#1 %HE]

196 BB’ ERFOMBRT ) ETS Y —ILIREER

_55_




RVI-3 1%aHFIRSFHOEYHE/S A -4

B HIENT A—H BENT A —H
E AUC, (ng * hr/mL) Cpay (ng/mL) AUC, (ng * hr/mL) | C,., (ng/mL)
TIETT S — L
: 18 715+200 17.5+3.7 2.1%+1.4 59.7+14.0
1% [BHIA)
eV 7748 1% 18 698+191 17.1%+5.1 1.8+1.1 60.6+13.3
Mean=S. D.

13 R EEAE TN AUC, Cmax S0/ T A — 203, YBRA O, RIEOLRIREIEL - R % Ok 5
TRCE > TR D RN D S,

6) 7 UETFT— LN 3mg TAATR] *

TUVET T VNI 3ng THG) LU 77 A WHIK 0. 1% %, 7 1 24— "—ikiZ &
DENZEN LW (TIYETT Y= e LT 3mg) RS I a1 B h LTl R4
(LARIEE 2 HIE L, B b= pEiie <o X —% (AUC, Cmax) [Z-OWT 90% (348 X IS THEEH
AT 24T > TSR, log (0.80) ~log (1.25) DHIPHNTH V| MHIDEWFIIRZEMENHER S
776

B, TIET T AANAERSE emg THIR) KOVT U BT Z Y — VNS 12mg TR 1IC
DT, FA—GDOENEEVRATHL Z b, BREANE LT,

(ng/mL)
20 e TUET = LS 3 mg [
e T T 7 A P01 %
égé 15 (Mean + 5.0, n=19)
i
i3
1)
=
7 10
5
a
1
- e,
- it

1]

[] ‘NP - " . M
036812 24 48 72 96
(B3] (hr)

RVI-6 3mg NARIZREROMBHRT ) ETS VY —ILIREER

RVI-4 3mg RAKRRSHDOEYEBE/ NS A—4

PeBR HIENRTA—H BENTG A—H

e AUC, (ng * hr/mL) Cpax (ng/mL) AUC, (ng * hr/mL) | C,, (ng/mL)
TIETTY— AN
- N 19 494+163 14.2£2.4 1.7+0.9 55.8+27.3
53 3mg [HIA
ey W
0 10/) 7 A PR 19 484+ 154 14.1£2.7 2.0E1.7 59.3+36.8
. (o}

Mean=S. D.

I3 EEN ONT AUC, Cmax D/ T A — 203, HBRE O, (KIEOTRIBIEL - B % OB S
RIS E > TR D EMENH D,

(3) hEE
BRI L
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W BE - HEEORE
LB L

FMEERA/ (54—

() A E
oy ayoi— KAy NEFENT (AUC : BEE)

(2) A
LB L

Q) HEKRETEM
HARNERBEN B 27 UV BT — L8 3mg IR & 1§, XiE7 Y 77 —/L 0D §E 3mgl B
BIZ 18, XITIVETT7 Y —#H1% BB % 0.3g, XUI7 V77— LN AR 3mgl B
1B1% 142 (3.0mg/3mL) HERO&KE OkHV) Lzt xomfEdhr V) er oy — VREHER NG
RO EEEIILL T O Y T o fz 9393038)
(TVIL 1. (2) BEPRFRER CHERS S L7 i R L ) O THZ )

RVI-5 HREEEH

R EREEN ¥ EFSEVENIE
F | TIVEST = L0 (hr'!)
T U BT T Y —LEE 3mg[BRIR 15 3mg 0.0128=+0. 0029
7Y S5 — 0D b 3mg TG 15 3mg 0.0111+0. 0037
TS T — B 1% A 18 3mg 0.0122+0. 0025
7V BT T — VNS 3mg TBATR 19 3mg 0.0143+0. 0045

DHo2IVTF7SUR
M ER L

) R HBE
M ER L

(6) ZDith
M ER L
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3. BfKH (REaL—LaV) @M

OF 2 pp-
MR L

(2) INZ A -2 REER

MR L
4 . IR

FAMGE L
5. 9%

(1) % — RBAPI BB
LB L

(2) 7% — R BEREPY @@ 1%

VI 6. (5) L4 DIESM

Q) it~ DT
[V 6. (6) B2 7Ltim ) DIEHZM

(4) BEA~ DT
AR L

(5) Z DALDIEBA DI T
LB L

(6) MIRELMHEEE
REERR L

6. X
(1) HeBHER A B UMK AR B

AR L

QRBIZEE5T B8R CYPEH) OHFiE. F5=F
AENT. F & UTHFSEEESE CYP3A4 K Y CYP2D6 T S5,
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Q) WEEEBHROERRUZOE
LB L

(4) REMDFEDHRRUSEEL . FALE
LB L

7. Het
sk L

8. FIVARKR—E—IZET H1EH
MM R L

9. BMFIZCLBLKRESRE
MEETIAEH ThneEEZ N D,

10. BEDEREZHI LEAE
LR L

1. Z0fth
AR L
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2.

3.

Z&e EALOIESF) (CEYSHIER

ZERNBEFDER

for gt
=R

A BERFEET TV RF—VR EREFENEEEORTICEDCELHIEAGEEANERT
BEEINAHAHADT, FERSHEEMBOEE - FERIEET S & IS, BRBRXIEEZ
DEBEED LLEZEORKRAFZETLEEICE. AELOFRELNERMLZ LR S &S
NEBEDARETHILEEL, BEICH-->TIE, MBEDBEFOHRRE+7121T5 2 &,
[1.2, 8.2, 8.4, 9.1.3, 11.1.6 8]

1.2 BEIZH=2TIE, HoALOLEEERNRERT 2HEAHI_ L. BERVEZDORE
[T+o7ICEBAL. O&. 8. R, HR. 2B, BABRFOREITIEL. COLSGER
BAHoHbNHERICIE. ELICREZHEL. EMOZEERT4HL5. HETH &, (1.1,
8.2, 8.4, 9.1.3, 11.1.6 ]

—_

B2ZNBREZTDER

225 (ROBEHEICFIBELENI L)

2.1 S0 RE [SERELELIE28Z1RH 5, ]

2.2 2NV EY — UEEEREAR - BRIFEAISE O PRI O RV NI H L B [ AR
TERR RIS N A BENRH 5, ]

23 7 RV v EREROBRE (T RLVFY 2T 7 4 7% —ORARBEICHAT 2854
Z<) [10.1 ]

2.4 AF| ORI LBBUEDBEER O & 5 BE

RERIIRICEET HFE L ZTDERA

BIE STV

BERUVHA=ICEAET 5T EZTNDER
(V.4 AEXOHEICBEET IEE] 2287528,

BELGEANIE L ZNDER

8. EELEKRNEE
(ZhEEH&E)

8.1 IR, HEEN - £ - KETEBRENEDOKR TN D ENHLDOT, KA GHOBEE
(2% B B OIS G R 2 f O R OBt R SR WK Y FEET 52 L,

8.2 BEIRWIMES BT v K= A BERIFIERIES DR CICED Z &b H D ERZBIERANSEET
LBENDDHDLOT, RFFELHIL, 08, 2 2R, BR. 28, BSOSO
B« JERICHEE TS & & bIT, BERE UTZ OB S L IZFOfBRRKET287T 5 BEIZHO
W, MAEEOREEOBEZ+75I1ciTH> 2 &, [1.1, 1.2, 8.4, 9.1.3, 11.1.6 ]

8.3 IKMAENH HoND Z &N DHDT, REIFGHIL, B, B, WmiF. Rk, HBR,
EARREE S OMRMAER I EET 5 & &b, MAHEORESFEOBE A +7I124T75 2 &, [8.4,
11. 1.7 ]

8.4 AFIOBEIZEEL., HOH1U® 8.2 LN 8.3 OEIERANKETALEANHLH L h, BEK
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OZDOFECFIHB L, milbEEk (08, 28, 2R, HIR, 28, BOESE) | Kk
SR (B, R, M. IRk, BIIR, BEfEES) CHEEL., 20X RERRH LD
NS EITIE, BELIZEG 2R L, EMoREL2=T 5 L5, 58452 &, [1.1, 1.2, 8.2,
8.3, 9.1.3, 11.1.6, 11.1.7 BM]

8.5 FHBIZ X B AMREME b & DAY, AFEGHRITHIIIEE  (EARIATE O BRSO LSRR
REREZHEITHL D LT, BftHIICX v o 72 0 IR TIRER) | JRAOMEARTTIE . TR PR
B, BREOCHEHBHIEHEENH b L oWENRD L5, HHFIEEEOERIZOVWT, HbH
22 U BE R OFFEFEICHSICHAEZIT O, BRI S S b GaI12iE, EMICHKET S XD
852 L, £70, BEORELOHEOZILZFERERSBEL, ER1D L bNEHAIZ
IEMEICE U CHEX IR 2 P52 8, @URLERITY Z &,

8.6 RANOEGIZEIVIEEOLET) BN, W) 2KkTZenHDDT, AJEEGHILEEOH
BB B8 L., KEOLEHNRD SNEHAICITERNEE (BIHEDEBOFES) %
Ehi L, SEICG U CTHEYRAEEZITY 2L,

8.7 DOPUEHIFIABEICE G LT\ D e ST v 7 7 FURENE WSS ICAA 25755
ELMETa 7 7 FURENMET UARDPHERTLIZERHL0T, ARBSL, &AM, 5N
JESE 78 EORBUZHpEETH 2 &,

8.8 WETIEEMNKIMT HBENNDH D DT, IR RD U 27 D& 5 BE KK 25+
LA, BEICRBEZBIST L L,

8.9 BEICARZ, B, BEOIEREZEL TWHEFIIH L, AFEGICTHLYRDERE LN
RV EITIE, SO MOMUTIELBET L L,

(# & KFAGE

8.10 Bilfs, MiE. BHAMSEORBMIERNENT L2 EBHHDT, BIEEHo3I2ITV., BN
R ONTHA I OB TR 0 B 2 570 b /g 4175 2 &,

ANAFRIED D O 0 R 2 OB IIAHEEEO AR EZ R~ IS LoD, RAIOEGEITH 2 L
DEFE LV,

(DB EFIZH T S BERDOBE)

8. 11 HUERMNUE LGB 1T, RO GHMFEOERITOWTHRET L, RAIZEKRE S Lk
WEHYEETLHZ L,

6. BENERZHI HPEEHICHIT IR

() EHE - IEEZEDOHLHESE

9.1 BHHE - MERZEOHLEE
9.1.1 i - MEKE, BOEXFZFIALDFE\DHEEE
—BEDOMERETRS b dBENNH D,
9.1.2 TALAZDEERERERIEICNSDBREFEOHLEE
REMEEZERTSEDLZ 2R H D,
9.1.3 BREXIIZOHEREZEIT HEE. L LLIERFBORKE. SMlE. BEEDOHERE
DEREFEZETHEE

MAER RS2 08355, [1.1, 1.2, 8.2, 8.4, 11.1.6 ]
9.1.4 FEKRE. REABARR. B, BKIKEBEZEORE

JZERRIE . FRMARIESE O AR EARIE NS SN TWn5b, [11.1.10 ]
9.1.5 BRTHOBRERVBERTELXET HEE
EREZEASEDIBENARD D,
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(2) BHEEfEE &
BIE STV

Q) FHrEEERE

9.3 FrikrelEEEE
st

ffEEE B LS EoBTNAH D, (11111 BH#]

D ENEReEHT 5F
REI LTV

(5) 1T47

9.5 1¥4F

B0 XATAENR U CW A ATREVED & 2 M2, TR LA EMENfERME%L BRl S &S s
BENWORFZEETHZ b, EREBEIICHREMREN R G SN TWDIEE, Bird RIS sLE,
R, PERBEE, Rk, FHERIRIK T, B SR o BEBURE RO HE R AN IR N B S o & o
WENDH D, 2B, AAOEKRBRIZB O CTHREOHENH 5,

(6) $=FL5%

9.6 2R
R EOARMER ORARBOAREZ BE L, RAOME TP IEZHEd 528, B b T
HAHF~OBITRRBO BN TN D Y,

(DR

9.7 MR
INRTE G & U T BRRERBR IS L T 7y,

(8) =&

9.8 S#E
HBEORREZHEZ L 2N OEEICRET S Z L, RICAERBEMI LTS, [16.6.3 &
]

7. tHEEH

10. 8 E1EH
AFNL, T & U TS CYP3A4 KON CYP2D6 TG &5, [16.4 &R]
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Wi2HDT, WMEY D73 EHE
552 L,

M RZERLEFDER
10.1 $tAZEE (BFALAWLI &)

AN S5 EEARIERR - $EE 1k SR - falialn v
TRV TRLFY UCoERAZWRES| T KLY 37 KLU A1
(TF7 4 7Fv—0OKEIER T, MERTFEZEZTBEAN|EME o, BZEEOHITLHEITH
AT 2562 R<) b5, 0. ARHND o R AEWER I
RAI v X0 B2 ANER DMEAL &
[2.3 &#] 720 I ERE FER AR S

50
Q) BtRER L FDER
10.2 tEEE (BFRICEETH &)

HHN 4 S5 EEARIERR - $hE 1k KSR - faldaln 1
FRRE e il ) RARFR I EIER 23 2 DT, | & HICHHRERINEIER 264
SNV EY — VERERER, BRI ET A EEET A L, %,

715
B = A1) MEICHRFEEAZERT 52 8| & bICKREERZ2ET 5,

= U AEMZ AT 5 3KA

Pla U U AEHERRSE D 2 L
NHHOT, BETHREHEE
WBR5T5Z &,

Ebichia ) AMNERERT S,

ARSI S
LR Ks8|

RN UAEENMER 2553 58
TnndHLH0T, KEEEFH
THpEEEBEICRET L L,

ARENT RS2 2RI
AT 5.

T a— L
(BKIH)

RS AR AR Sl 1 2 1 5
SEDLIENDH D,

& BT AR R 2 A
50

CYP2D6 BHE/E % H 9 2 A
F=Ur, RaxkF s

ARFNOVER RS 5 B2
b B DT, ARIERRET 57 Y

RKHOFTHERWEETH D
CYP2D6 % BHEET 5 7= O AR HK| o .

[16.7.1, 16.7.2 &M] EBETH L, HREN EAT LA EZENEH
Do

CYP3M [HEEHZB T 28A ([ AFOERNERT2B8ZNNIAE O EERPFHERE CTH 5

A NTGatFy—n, 77 VRHDOT, KElEEET D7 E|CYP3AL ZBRET 5 7= D AH O i

oA EETH L, HREN ERT2B8FN10H
[16.7.3 ] 5,

RGeS (K52 CYP3AL) 75

TER % A3 2 34|
TINR_R<wPE, UT7t
v

[16.7.5 ]

ARANDVER 3 BES 9 % BT
b5,

AFOFETEZRBEETDH D
CYP3A DFHEIZ X v AHK D 1.
BEMITTI2BZALRL S,
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Bl{EH

1. &8lEFA
ROBWERRHHOND ZENHDHDT, BEELTHIATV, REDPED LN LGEITITRS
ZHIEd 57 EEU R EZAT O Z L,

(D EXGEIMER & HER

1.1 EXLEIMEA
11,11 BHEEE (0.1%)

MEFNHRER, GRS OFFTRAI, WE R NEE, SR, EOLEH), BITENRERL, FAICOEHOX
WEANH LN DHGA1E, BEETIEL, KGH, KOWREO2ERL &b ICEY) 7 0LE %
1792 &, AIERIERHZIT, AMEROEMLMIE CK O EARHHNDEZ L1, £z, 34
Iu U RENE) BEERTAALND Z N5, B, GEER L, EikiEE, K
L OTEBRIENL, WACER, BHEERE~LBITL, ECTDH2 L0830 5.
11.1.2 BEESAXRDT (0.1%)

EWHGICE, OEREORMEESR N ODONDZENHDLDOT, ZO LI RIERNH 5
OIS AIIE IR IEE2EE T2, B, #EPIERVIERNFRET LI ERH D,
11.1.3 FREMEAL IR (0.1%)

P8 R (RBRRHR, ol - W&, 25 LUMERS, IEE Oz & 5 W kst L RN EY O 5 -
WEOER) X720, MHEMEA VY RIZBIT T2 08B0 T, IBEREN S L b
BliE, BHEdiETaZ L,
N1.4 7F245F%>— (HERY)
11.1.5 HEBFHRAEE (0. 1%)

CK B, mpRORFIATaero FRScnE+s2 L,
11.1.6 $ERBES b7 F—2 X, ERFEESE EERH)

AFNF G-I O, 28 2R, BIR, 28, WEEOEROBIICERZR TS & L HIz, M
PEEOREZAT S 70 &+ 0Bl 51TV, BENRBDONTHEITE, A A ) VA0S
R EDOWYIREEITH Z L, HIEICEL R EOBMARREZ T2 & > THIEFINHE ST
%o [1.1, 1.2, 8.2, 8.4, 9.1.3 ]
11.1.7 {EdAE (B RH)

W&, R, Mt IRk, IR, EFEEEORMER IO b GaIid, BE5%
kL, U E A TH 2 &, [8.3, 8.4 ]
11.1.8 =& (0. 4%)
11.1.9 |EBMERE (FEARH) . BmEkELD (0.1%)
11.1.10 FZEMRGE. FEPFRRIMAREE (BHE <)

g, FRURIMARIESS O AR ERIENHE SN TWDH DT, Blgs +o1Ic Ty, B,
. DU O, BIEERRD ONEHAIIE, #5245 CHEULRLEEITHI Z L,

[9.1.4 BH]
11,111 FFaelEE (B R9))

AST, ALT, vy -GTP, Al-P @ EHSEZMES HEREREELNHOONDLZ L1 H D, [9.3 ZH]
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(2) ZDHDEIER

11.2 ZOMOEIVER
FRLE \AHE 5%LL 1~5% AT 1% Al AR A
RIR, HEBEODEV, 8. 292V B RF—JiE, Ve F—|ZEEE, KO,
e, R&, PR, 2% JHOR, Bk, BRAK, |, ZEE, E
% WG, B EE, |2, mEfEEE
A, MEE, AREEE, | RROEEEL, mK
EEDEE, 0008, |[MEAOTHE, sRia
RAEPPREIR TS, Frcehid, |l S . BE%).
FrEEE, AR, KMEEERE, 2
o WO RTE, 5Tl %, ERBS. B
AR ORI, SR, . BRGNS
R FEMEIR . PUNR |, JE MG
PERESE . FREE, /. |FBE. A% R
PEAR, MEARREE. BHE. . BEE. <9
ERREL, UMK, k| EhiE. RETTE).
(RZe, falg, BE) | | T B b R e e
=7 Rt FEETR. B[R
AR, SRR
THYT | BE), ATRE, VMETEE., O 7E0 2 bR EE . X
PRHE, I (A F=7 (HERERIZY . HRE, Dob o5t
SRS EAELR W), UAXRRUT i, IR TE, S—F
EERRE, WTam| | EERE, BREkZE |
AR ER[E] 4578
AR, & i DVETUE, RR, IR | [ N7 R R
P ST R X R LME
W CHISMIGHE . QT SER:
EEREE T Oy 7 )
fEFA, L, WEH-, |HR, OB AMEHER, H (KR, HRR. &
M. T, BER|IBR. IR, + 1BBR.|FE, HomiEiE
W52 IR, BATE HMIELARR., Ok, OE|E
K, DIBNEMR., NEHEIBAR .
HAEEV MRS, tE
G
ARIMERI D, BMER| &I, JRIMERMEZ . I
W, BIMERIE S, |FRERED | ek 2|
I ERIRA | AR ER | A EREREE 2. BLERIED
Y%, HFBRERIEVD . |/ INBOED | I/ NS |
1M HERE L U BRI~ R, A~
WA, VU oREREE N7 Y MEER
%, ~E/ b UK
T~ b7 Uk
(EXESN
IaZ 7 FUART, (Fud s F o bR i R BR R )
53 H R H RIVE HEN, B
HEE
JiF ik ALT b5 AST b5, LDH R5- |IEMGAF. AL-P {KF, LDH|IFZ. B&JH
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y -GTP k& Al-P
L5

KF. e ey kA,
MU LEUART

BUN k5, BUNIK T,
BHEIR, RIS

VT F = L5 REE.
Rowevy/)—4rvFk
H.oReyarvyr k&,

7R

¥ Mk JRHNAG B, JREEE
HOREEKT, MR
TP R EE D
R B
T PR VS 1L PEIRBETE, MR, BEMEsE . (IR IEE
JREA. BUR. 2R
5, RIS, (I R B R
B RE B, RLBE, £ 5 FEIE, B, EiRBuE
HS
S, R, B | LY, B
Rz FEREHRIBL, Wz,
EREE., RiK, B
% EJE
(K L& N8, 2 VAT a—|ZH0E, S, Kb |mF 7 Ko g
JUAR T, HDL-=2 U A @ RIS MAE . @R MAE, |#h, mpA RV
P B Tr—/EA MY IREREES., 2 VX7 [
o 7Vt 54 RER, |[m— E5H, HDL-2L R
U UIREIK T Ta— KT, YUY
74 FMETF, CKIKT
S WHBAZE . RUE SRR, ER
A SUE SRR WAMESRAEIR | R Ye  IR
Lo< Y, SFkE
T, IR, RkEE (IRoF I F 0, b
iR PAEIEE &, IROR|RFEEANE, B
wi, IR Hi#%
ENGERE Il RERD ., BRI, PR, 1TTY., BUR, BREE, &%,
IR, FEEN, 20T, | BV, . DUBOR. . FLEEUE. FLAR
WEEED . 7 a7 |BEYE. e, B, R, S RRERE,
U oymReE, FMEID., fRiE, B (B L X LE,
UULMET, 7Y U REGE, PR, &FEC, B,
LMETF, 7 a— UK E, e, B, X Utk kP, i
T V. BEARRFEENS . S, |, RS, 1B
R MERIE, P05, Koo e, Bk, B
Z DAl RE, BRRERE, B, |SiiE, A2,

BT, PUBCA P, JEA
B e FEE P VR
EERT, A, wEA
LFHAG EFHA/GIERT,
TNT I ER, 7T
IVIET, SR T AR
H, WV oA ER, 71
— )L &

NEIARE, A8 fhitt
NN ) 07 s
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<TVETTY =g THIG) /0D EE THIR) /1% [TG) /TR THITR ) O ki >
IR g8 BB —Fa sk *

B R VERRAT R G
JE i S 347
BIE FH o0 F BUE (5144 38
BEWEH ORHREE (%) 11.0
EIIER o fEsE BIWE F oo Fag 1) AHIOWE  (F1EK)
soc *1 — HEBUIE (515K ﬁ%ﬁ
(H Bk ) pmpEsn | Tk
MiEFs KOV v CREESE B R 1 (0.3) 1 0
R L OREEE b R Jpi 3 (0.9) 3 0
L 1 (0.3) 1 0
IRk 1 (0.3) 0 1
FEARE A HRE 3 (0.9) 2 1
S 1 (0.3) 0 1
ARSI i 3 (0.9) 1 2
] 1 (0.3) 0 1
THYIT 10 (2.9) 4 6
FREIE D F 2 (0.6) 0 2
R R SRS S P 1 (0.3) 0 1
BIEPLS 1 (0.3) 1 0
(AR 2 (0.6) 1 1
R 4 (1.2) 2 2
BRI 1 (0.3) 1 0
e 7 1 (0.3) 0 1
IR i 1 (0.3) 1 0
HB X Ok s B a0 e 1 (0.3) 1 0
il 55 [)f= 1 (0.3) 0 1
A REE = 1 1 (0.3) 1 0
R [ EE7 1 (0.3) 1 0
A g S 1 (0.3) 0 1
o= e /A P N AN N
%%%ﬁ%ivﬁ”ﬁ%ﬁ@% 1 (0.3) 1 0
B L ORI R HE R IR 3 1 (0.3) 1 0
— i - A By P TS O G I 1 (0.3) 0 1
AL O IR AR 3Rk 1 (0.3) 0 1
s TR 1 (0.3) 1 0
mpz) 1 (0.3) 1 0
fife PR A A TI=TR) WA= 5—BE 1 (0.3) 1 0
7 L7 F =880 1 (0.3) 1 0
s~ Y 7YY REg 1 (0.3) 1 0
[ENEEvE 1 (0.3) 0 1
(REHIIN 1 (0.3) 1 0

%1 ICH EBRZESRFESE B AGEM (MedDRA/J) /S—3 3> 23.0 OZEBIKIIHE
%2 ICH EBRESHNGEE B AGEM (MedDRA/J) /S—3 3> 23.0 OIEAGE

9. BRRBRERRICKITTHE

REI LTV
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10. AE%&E5

11.

13. BEHRE

13.1 EIR

S ] D Rl R EABR M OV R % H R IRV T, fiem 1, 260mg S CIRFEAY S TARKIBY I Sk &
BH SNV TR, BER, @+ B3 SR, WEEEOERNRE S Tnd, £
B 195mg £ CHRBEMICIRA L2/ NI W T, — kO EiE R, BIRE ORER I FBL L7,
13.2 W&

EMHERO BB GIIAH TH D, MKENTITAHTRVWEB 2 bND, 2B, MANRHORTHE
HENRBZ ONHHEEIXTORBICLEET S L, [16.7.6 ]

BRALEDIE
T U BT T —)VEE 3mg - 6mg + 12mg * 24mg TBYE |, 7 U ¥ F >~ —/L 0D §E 3mg - 6mg + 12mg * 24mg [ ]
Bl TV ESTY— L8 1% BRIE]

4. BFBRLDEE

141 EFIRFEEDEE
(BB

14.1.1 /NEOFOBEPROVAETIRET D Z &,

(&E. OD &%)

14.1.2 PTP @2 DKL PTP > — R DIV L CIRAT A X 58T 52 &, PTP v — F DA
I LY, NS RERA~FIA L, BIIEZ A2 B 2 L CHERIAR SO EE 25 0HE
EHRTHENH D,

(0D £=&)

14.1.3 AFNTOFERN THESCNICARET S Z ENDMEROHR (KAL) THLIRARETH 52, O
RG> & OWRIIZ X 0 Zh BRI B A WIFF 4 5 A TILAR N T2 8O AL IR EERR 3K TERAA
Tez &,

14.1. 4 AANXEZEEORETIX, KR LTRASERNZ &,

7 V7T — VNS 3mg - 6mg - 12mg TR |
14 #FRLDEE
14.1 EZXFANBOIE
14.1.18BE%1k
M EWHDOFEIZ 0D LT KEKIT, BETLLEENMETTL2OTRAELRNI &,
Q) FRLE DIEAITE YD B, IHESEERTEZRDIEZ D, BAF#ETLZ &,
MEIREFHIED T = ) RN— LY RN (T ) NV EZ =) hY7r ) —riay 7 (k
Y7 aRAF MU TL), PSR EO =2 — L7 FUARNRIE (Fa) o7 o0), 5T
IO Frvry S (R hAT VIR, TR vvry T (SvT gt Ry
TUA) RUOMT VAKX B EZEROT X T v 7 A-Payr (B kafxy)
CREERCREIEE (RIS, T —m gk, RS, ZORANE) . B T EEA. 4. e —,
F LU a— R R OENH
(B) RRXRTNTF—H—F, HEOEREII»PIPOLTIRET D LIREBEZAEL, GENMETTDZ
EBRHDHDOT, IRELRNWZ &,

14.2 ERIESRHOIE
WIRMIZOAMET S D Z L,

14. 3 ERIRFEFDEE

14. 3.1 AFNIARE T EERAT 5 2 L,
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14.3.2k, A, BHELXIYV 2 — A S ITRECHEMRT D LRE - b2 £EC, SEMETFY
DT, ARLTHEHLRN &,

14.3.3 3 EdbiE, 1 EHEVNEIY ThH 5, BERITIEELZESLHICRHTL Z &,

14.3. 4 /NEDOF DSR2 OFNCRET D Z &,

12. ZDHMDEE

() EREREEAIICE D 1B

15.1 BRERERIZE D < E]R

15. 1.1 ARHFNZ X 2 1B R IK R O Z2RIED i STV D,

15.1. 2 A1 ECIM S A7 3R EE I B U 7o R iet. ORFRSMVEE - 201 &2A 3 2 @i %
kGl Uz 17 OEKRBRICEB O T, AF 2 & IR ER USRI 5T 7 7 b R G L 1
LT, EEHEN L6~LTHEEP-T-EOWMENRD D, FERITEL ThHo723, LlER (O
Az, JIRBESE) UTIRYE (FRE) ICXDENEh-Tz, B, AAlD 3 B G 938
Bl X 82. 4 7% ; 56~99 i%) TIL, LR OMKIMAE RS (e, — MMM s E%)
DRBIRNT Z 2R LR L TENoTo, £io, SETOEFEREICS VT, ERPUEHER
HIEERGUEHRIE & RIS T RO EHICBE S T2 L oRERH 5,

(2) SEERRERERICE D < 1EHR

15.2 JEERPREERICE D < 1%k

15.2.1 FothfH (wv A, T b)) OBAFHERBRICBWN T, JLRIES (i~ 2 3mg/kg/ HLL
k. MEZ v b 10mg/kg/H) ROVFEEMAEIEE (M~ 7 2 3mg/kg/HELE) OFRAEMED EHIH
EEINTWD, INHOEEIITHECIImF e 77 F oo LR EEELEZZ{LE LT
<HHENTWD, Ty FOBRAJFMERBRIZE W T, 60mg/kg/ B (A EERAESEA SO 100 512
FIY) OMEO R GRECRIB RIS O AME O ERBHRE ST D,

15.2.2 YL OAER DGRBS CTHO 5> NopkiE etk IR, IBf) 23 4 8 ~52
RBRD 25mg/kg/ H LA EO T, I BRI o RS AR R BRALER AT 2% 39 B
50mg/kg/ B LA LD ETHE SN TWD, hiEIZT U E 7T Y — LVEHEOERONRHM AL
JEI T CIARE 2B 2 HDIBE LRV L b0 EZ N, B, ZhbREmoe ME
BT 2E (1 HE 15mg/ HES-. £D1% 6 HH 30mg/ H AR A 5) (XY LR
BT DRED5.6%LLTFTHY, iz, & MEHFFIZBT AEEMED 5. 4%LL T Th -7,
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JERRPREABR B9 4 1EH

I ER

(1) AR
VI S FEEICBE T 2T | OHEZM

(2) B EEHER
M ER L

(3) E Do FEEHER
AR L

HEaER

() BRI 5HEHRER
Hilal & G-mtEair (7 > b)
TVEFTY—EEIE], TV E T — LD EERI 27 VST — b LT 6mg/kg (i
K K E D 30mg/man/day OF) 10 f51CH/HY) OHETT » b (L # 3P0 (CHEREO&EES L, —
MOIRAEBIZE . (REHIE R O AAT o 7ok R, —BOIRBBIC AR bIT e < | IREHER K O LI 2
FIXRRD b otz Y,

(2) REHRGEEHER
TVIL 12. (2) FEERIR BRI EE D < 15 DTS

(3) EIEHIEHR
AR L

(4) B A TR ELER
TVIL 12. (2) FEERIRBURICEE D < 15 ) DTS

(5) A FEF £ B HER
[VIL 6. (5) #:f ) DIEZ F

(6) BT RIS 3 B
AR L

(7) DD ¥k EN
_70_



AR L
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EEMFEICEAYT HEEB

HE X5
o H 7Y ST —/LEE 3mg ¢ 6mg - 12mg + 24mg [BATA]
7Y EZZ Y —)L 0D 3mg * 6mg + 12mg * 24mg [BHIA )
TIVETT— W 1% [HHIB)
TUETT Y — VNHHRSE 3mg - 6mg + 12mg THATR)
B, WFEEIES (EE—EMEORFZZIVENTLZ L)
Bohsy - 7V T7 = BEK

A sh AR
FANMAR : 3 4F

BEIRE TORTIEA
SRR

kW EDFEE
FRE STV R0

BERITEM

BEMERRAT A R A

<FTVoLEBY : AY

Z MO BTG £ (TXIL 2. Z O OBIELEH QTS

B—R5 - BE3hE

Fl—R3 : U 7 7 A 4 Img * 3mg * 6mg * 12mg, —E Y 7 7 A 0D £ 3mg * 6mg * 12mg * 24mg.
TV 7748 1%, =Y 77 A NHIKO. 1%

[l 2h & UARY R0 NURY Ry J2FT7 BTV, ~a A w KT,
Jatfrvly, ATV, rary, T LA UBRES

EREEFAH
g L
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8.

9.

10.

11.

12.

ERFTARRBFABRVEARES., EMEENBFEAE. BRTHKFAR

12mg [BAYR )

WRE4 SOEBOEAREA B G EAENEEAR | IRFERMEER A
T U T T — ) 5E3mg [BHTE 20174F 2 A 15 H | 22900AMX00204000 | 201746 A 16 H | 201746 H 16 H
T U YT T — ) Eemg THE ) 201742 A 15 H | 22900AMX00205000 | 20174-6 A 16 H | 2017 4-6 H 16 H
“;U E7 7Y = G Lmg T 201742 A 15 H | 22900AMX00206000 | 20174-6 A 16 H | 2017 4-6 H 16 H
YTJEUU E77 Y /v E2mg ] 20174F 2 A 15 H | 22900AMX00207000 | 201746 H 16 H | 201746 H 16 H
“;U E7 7/ /v 0Dk ng [ 201742 A 15 H | 22900AMX00257000 | 201746 A 16 H | 201746 H 16 H
“;U &7 7/ /v Okt [ 201742 A 15 H | 22900AMX00258000 | 20174-6 A 16 H | 201746 H 16 H
:;JU 77— A 0051 2ng D] 20174F 2 A 15 H | 22900AMX00259000 | 201746 H 16 H | 201746 H 16 H
;JU €77 = Ok 2ing [H] 201742 A 15 H | 22900AMX00260000 | 201746 A 16 H | 201746 H 16 H
T VT T — 1% A 201742 A 15 H | 22900AMX00214000 | 20174-6 A 16 H | 2017 4-6 H 16 H
FI;HU%\EJC7°77‘—/1/V‘])WT§§}@3mg 20174F 2 A 15 H | 22900AMX00448000 | 201746 H 16 H | 201746 H 16 H
gﬂ‘éj;°7°§‘/“~zl/|7xjﬂﬂ‘{‘1§§}@6mg 201742 A 15 H | 22900AMX00451000 | 20174-6 A 16 H | 2017 4-6 H 16 H
77T AR 201742 A 15 H | 22900AMX00452000 | 20174-6 A 16 H | 201746 H 16 H

MEXITHEEM, BERVEEZEEENENDFABRUVZORNE
e « ZhE KL OHE - AEOIBEN (2020 4 7 A 22 H AR
TGN FE | 3 1 D Bk o o

BEERR. BIEERARFEABRUVEOAR

AL

BEEHME

AL

IREARGIRICE T 515H
AN, HEEIIC T 2 HIILED bR THAN,
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13. &fEa—F

R4 ri??@]‘é%ﬂﬂ fERI =S = — K HOT (9 #T) L7 NERAR
- ‘ (Y] 2—F) &5 Y AF Ala— R
YEST— g
7Y 27/ Vi 1179045F1120 1179045F1120 125549201 622554901
3mg AR
YEST =L
7Y 27/ Vi 1179045F2127 1179045F2127 125551501 622555101
6mg [HYE |
YT T L
f;mjg[tﬁ)%;/ Vi 1179045F3123 1179045F3123 125553901 622555301
=]
U BT —)L0DEE
7Y 27/ VODEE | 17904574120 1179045F4120 125559101 622555901
3mg AR
U E7T > —)L0DEE
7Y 27/ VODEE | 17904575126 1179045F5126 125560701 622556001
6mg VG |
Y 7T —/L0DE
f;rjg}:ﬁﬂ?;/ MODSE | 17904576122 1179045F6122 125561401 622556101
=]
YES T —)L
170/)(%;7/ Vi 1179045B1080 1179045B1080 125564501 622556401
0 5]
eI =
«Z) @;n;ﬁ;] ) | 7904552044 117904552044 125607901 622560701
— )
;; f\;gn;%/Aj NI 17004553040 117904553040 125609301 622560901
77 =]
YES T —)L
;ﬁ;\@fzjgémijmﬂ% 117904554047 117904554047 125610901 622561001
=}
, . L7 NERLE
B 3 5 e 2 fifih 72 S b _ .
4 (A HOT (9 Fi7) e | LIS | ¢ 5 = )y —
EH G a— R L
(—4)
T U ST — N 2nghE 1179045F9016 622610300
. L7 NERE
EES o
e 4 125558401 @’%Jg%”:‘f R VAT Lfa— R
=1 (E4)
7Y T T — L bE2Ang (B 1179045F9075 622555801

3043 1 5 A A IR AL G B TR B 465 T SEAN o0 KA (BEATH 25 1E) 0 —#8 & S b9 5 )

WCRDERE

=] Ao AARY: 7 3 - VVIZ7Q!\€'€%\:@@
B (57 40) Hor (0 #) g - /7 A IERATEREL | o 25 0 g — i
RIS = — (i—4)
T U ST — ) 24mg M EN A EESE 1179045F7013 622610400
- e Lt 7 N ERLE
FR7E4 125562101 BRESRE == 2 s ama— r
(y=—F (e
T U T — LODEE24mg [ FATE ) 1179045F7129 622556201

SITAES A 19 A AT IE A S5 I /R 8T T I A o0 FAlf CREAM A& E) D — & & YE+ % 1)

14, RIREHLDZEE
RANE, BIRIN EOBREERRETH S,
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XI. 3k

1. 5B
1

)
2)

3)
4)

5)
6)
7)
8)
9

10)
11)

12)
13)
14)
15)

16)
17)
18)
19)

20)
21)
22)
23)
24)
25)
26)
27)
28)
29)
30)

31)

32)
33)

RILERIZ) - 2P LS, 54(1) 112-16, 2017

The use of stems in the selection of International Nonproprietary Names(INN) for
pharmaceutical substances 2018 (World Health Organization)

TV T T —VEE 3mglBNR ) OLEVECBT 28R OdaER) ((N& k) [D000941])

T U T — LEBE 3mg - 6mg + 12mg - 24mg [BAVE| OMEALE K (R PTP AMEZ2EMEIC BT A &kt
((EPEEE  [D000917])

TV T T — ) EE 6mgl BR ) OLEVEICBT 28R OIdaER) ((& kL [D000944]

T VST EE 12mg [ BVE ) OZEMHICET 5 &k (k) (&R [D000935]

T VST EE 24mg [BIVE ) O EMICET 5 &k (ki) ((ENEED [D000938]

T VT T —VEE 24mg [R ) O EMEICEET H &R (RERERER) GENEED [D000937]
FUET TS bk 24ng [HIR] OEINE B NS EIS 05 BT 28 (RENEE)
[D000915]

TV T Z Y —/v 0D §E 3mg[HVR ] O L EMEICET 5k (nsakER) ((ENEEHD [D000921]
7V 7T —/L 0D §E 3mg -+ 6mg + 12mg * 24mg [HIIE] DOEEILE N O PTP WL EMEICRET 28
B ((EREED [D000910])

T Y ET T =)L 0D §E 6mg [BIR) OZEMEICET 2 &R OIEER) ((NEED [D000923]
TV ST —/v 0D §E 12mgTBNR ) OLEVECBET 286 Odall) (& ED [D000925])
TV ST =/ 0D $E 24mg TR ) DL EVEICBE T 286 Omdatlh) (& ELD [D000927])
T U BT TV —)L 0D §E 24mg [BIVE ] O EMWEZR & NS HEI% OZEVEIZRET 28R (FENEEL
[D000908]

TVETT = 1% G OLZEMECEE T 5k (FNEED [D000931]

TIVET T =B 1% BTG Ok Oy a i 2 @B 288 (ENEEH [D000913]
7V ET T — VNS 3mg - 6mg + 12mg TR D2 ENEICEE T 2 &k ((ENE R [D000947]
TS T = VNI E TR OBFEME TICHB T 22 E®ICET 288 ((ENEEH
[D000951]

TIUETS T = VNG TR O EaILIREBIC BT D ZEMEICET 28R (FENEEH
[D000919]

7 U BT —)VEE 3mgTBATR | OF SR (AL Fa9lR %) (2R84 2 &k (FENE L [D000940]
7 U BT T —)LEE 6mg [ BATR | O HEER (W FRR %) 1ZB83 2 &k (&R [D000943]
TV T T —/VEE 12mg TBITR ) O ¥ HRER (W 7R RISENE) 12 B3 2 & BF ((EN & EF) [D000090]
7 U BT —)VEE 24mg TBATR | OF HERER (R FR91R M) 12 B85 2 &R (RPN EEE [D000091 ]
TIUESZY—/ 0D §E 3mgl IR O HERER (MR SE) (2RI 28k (ENERD
[D000929]

FUETT Y 0D b bmg[WIHE | O HBER CEMRRSHE) (B 2@k LR
[D000930]

FYET TV 0D G 12ng BIVG) OB CEWERRESIE) BT 28R GENEED
[D000092]

FYETT V= 0D G 2Ang BI¥) OVHER CEM ERORSIE) (T 5 EE (EPNEED
[D000093]

TV T T 1% (B OVEHIBER (R AR %) 12 B3 2 2k (LR [D000934]
INVEBLFIE7N - FIRE &OBTEE 57 (12) 11055-1070, 2020

AN SHFIE R > A7 & <https://shinryohoshu. mhlw. go. jp/shinryohoshu/yakuzaiMenu/ >
(2021/12/21 77 & &)

AT RERRRLERIR =% 28—k FURSMREE R R~ A 24— (EFEPD) & 1R : 132, 2012
TV ST —VEE 3mg[BIE ] DAY FRIRIEMRERIZ BT 2 &k ((ENEEE) [D000085]
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34)
35)
36)
37)
38)

39)

TV ST =V EE 6mg BTG DAY R R EMEEREIC BT 5 & B ((EPNEER) [D000086]

7V T —/v 0D §E 3mg [ BIVE | OEY FHIFESEMRBRICBE T 286 (FN&EEL [D000087])
7 U BT — 1 0D §E 6mg [BITR ) DAY FRR BRI B 28R ((EWEEL) [D000088]
T VBT T =W 1% TR DAY FRIRE SRR 2 &R GENEEE) [D000089]
TUVET T Y= VNHIKRSE 3mg [ BR] O A PRI REERBRICE T 588 (FENEERD
[D000949]

Schlotterbeck, P. et al. : Int J Neuropsychopharmacol. 2007 ; 10 (3) : 433. (PMID:17291382)

2. FDithnsE 3wk
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XO. &5

1

FTHNETOHRTIRR
WA CORFBIRDITILL FTO L EBY TH D (2021 4 12 A FFS)

ESE2 k784
K IE ABILIFY fit
RN Abilify fi

) FRAMBEIZOWTIE, A4 B 2RO R WEENIRGEL TW5,

AN T D20HE - DRLOHE - HEIIUTOLBY THY, AMETORRIRI &1 3R 25, HN
DARBNEOFF TAA|ZFHT 5 2 &,
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8.1 Pregnancy
Pregnancy Exposure Registry

There is a pregnhancy exposure registry that monitors pregnancy outcomes in women exposed to
atypical antipsychotics, including ABILIFY, during pregnancy. Healthcare providers are
encouraged to register patients by contacting the National Pregnancy Registry for Atypical
Antipsychotics at 1-866-961-2388 or visit

http://womensmentalhealth. org/clinical—-and-research-programs/pregnancyregistry/

Risk Summary
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Neonates exposed to antipsychotic drugs, including ABILIFY, during the third trimester of
pregnancy are at risk for extrapyramidal and/or withdrawal symptoms following delivery

Overall available data from published epidemiologic studies of pregnant women exposed to
aripiprazole have not established a drug-associated risk of major birth defects, miscarriage,
or adverse maternal or fetal outcomes. There are risks to the mother associated with untreated
schizophrenia, bipolar I disorder, or major depressive disorder, and with exposure to
antipsychotics, including ABILIFY, during pregnancy.

In animal reproduction studies, oral and intravenous aripiprazole administration during
organogenesis in rats and/or rabbits at doses 10 and 19 times, respectively, the maximum
recommended human dose (MRHD) of 30 mg/day based on mg/m? body surface area, produced fetal
death, decreased fetal weight, undescended testicles, delayed skeletal ossification, skeletal
abnormalities, and diaphragmatic hernia. Oral and intravenous aripiprazole administration
during the pre- and post—natal period in rats at doses 10 times the MRHD based on mg/m* body
surface area, produced prolonged gestation, stillbirths, decreased pup weight, and decreased
pup survival.

The estimated background risk of major birth defects and miscarriage for the indicated
population 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 pregnancies is 2-4% and 15-20%, respectively.
Clinical Considerations

Disease—associated maternal and/or embryo/fetal risk

There is a risk to the mother from untreated schizophrenia or bipolar I disorder, including
increased risk of relapse, hospitalization, and suicide. Schizophrenia and bipolar I disorder
are associated with increased adverse perinatal outcomes, including preterm birth. It is not
known if this is a direct result of the illness or other comorbid factors

A prospective, longitudinal study followed 201 pregnant women with a history of major
depressive disorder who were euthymic and taking antidepressants at the beginning of pregnancy.
The women who discontinued antidepressants during pregnancy were more likely to experience
a relapse of major depression than women who continued antidepressants. Consider the risk of
untreated depression when discontinuing or changing treatment with antidepressant medication
during pregnancy and postpartum.

Fetal/Neonatal Adverse Reactions

Extrapyramidal and/or withdrawal symptoms, including agitation, hypertonia, hypotonia,
tremor, somnolence, respiratory distress, and feeding disorder have been reported in neonates
who were exposed to antipsychotic drugs (including ABILIFY) during the third trimester of
pregnancy. These symptoms have varied in severity. Monitor neonates for extrapyramidal and/or
withdrawal symptoms, and manage symptoms appropriately. Some neonates recovered within hours
or days without specific treatment; others required prolonged hospitalization.

Data_

Human Data

Published data from observational studies, birth registries, and case reports on the use of
atypical antipsychotics during pregnancy do not report a clear association with antipsychotics
and major birth defects. A retrospective study from a Medicaid database of 9258 women exposed
to antipsychotics during pregnancy did not indicate an overall increased risk for major birth
defects.

Animal Data

In animal studies, aripiprazole demonstrated developmental toxicity, including possible
teratogenic effects in rats and rabbits

In pregnant rats treated orally with aripiprazole during organogenesis at doses of 3, 10, and
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30 mg/kg/day, which are approximately 1, 3 and 10 times the MRHD of 30 mg/day based on mg/m?
body surface area, a slight prolongation of gestation and delay in fetal development, as
evidenced by decreased fetal weight and undescended testes, were observed at 10 times the MRHD.
Delayed skeletal ossification was observed at 3 and 10 times the MRHD. Delivered offspring
had increased incidences of hepatodiaphragmatic nodules and diaphragmatic hernia

were observed at 10 times the MRHD (the other dose groups were not examined for these findings).
Postnatally, delayed vaginal opening was seen at 3 and 10 times the MRHD. Impaired reproductive
performance (decreased fertility rate, corpora lutea, implants, live fetuses, and increased
post—implantation loss, likely mediated through effects on female offspring) were observed
at 10 times the MRHD; however, there was no evidence to suggest that these developmental effects
were secondary to maternal toxicity.

In pregnant rats injected intravenously with aripiprazole during organogenesis at doses of
3, 9, and 27 mg/kg/day, which are 1, 3, and 9 times the MRHD of 30 mg/day based on mg/m? body
surface area, decreased fetal weight and delayed skeletal ossification were observed at 9 times
the MRHD; this dose also caused maternal toxicity.

In pregnant rabbits treated orally with aripiprazole during organogenesis at doses of 10, 30,
and 100 mg/kg/day which are 6, 19, and 65 times the MRHD of 30 mg/day based on mg/m?body surface
area, decreased maternal food consumption, and increased abortions as well as increased fetal
mortality were observed at 65 times the MHRD. Decreased fetal weight and increased incidence
of fused sternebrae were observed at 19 and 65 times the MRHD.

In pregnant rabbits injected intravenously with aripiprazole during organogenesis at doses
of 3, 10, and 30 mg/kg/day, which are 2, 6, and 19 times the MRHD of 30 mg/day based on mg/m’
body surface area, decreased fetal weight, increased fetal abnormalities (primarily skeletal),
and decreased fetal skeletal ossification were observed at 19 times the MRHD; this dose also
caused maternal toxicity. The fetal no—effect dose was 10 mg/kg/day, which is 6 times the MRHD.
In rats treated orally with aripiprazole peri— and post-natally from gestation day 17 through
postpartum day 21 at doses of 3, 10, and 30 mg/kg/day which are 1, 3, and 10 times the MRHD
of 30 mg/day based on mg/m? body surface area slight maternal toxicity and slightly prolonged
gestation were observed at 10 times the MHRD. An increase in stillbirths and, decreases in
pup weight (persisting into adulthood) and survival were also seen at this dose

In rats injected intravenously with aripiprazole from gestation day 6 through lactation day
20 at doses of 3, 8, and 20 mg/kg/day, which are 1, 3, and 6 times the MRHD of 30 mg/day based
on mg/m? body surface area, increased stillbirths were observed at 3 and 6 times the MRHD;
and decreases in early postnatal pup weight and survival were observed at 6 times the MRHD;
these doses also caused some maternal toxicity. There were no effects on postnatal behavioral

and reproductive development

8.2 Lactation

Risk Summary

Limited data from published literature report the presence of aripiprazole in human breast
milk, at relative infant doses ranging between 0. 7% to 8. 3% of the maternal weight-adjusted
dosage.

There are reports of poor weight gain in breastfed infants exposed to aripiprazole and reports
of inadequate milk supply in lactating women taking aripiprazole

The development and health benefits of breastfeeding should be considered along with the
mother’ s clinical need for ABILIFY and any potential adverse effects on the breastfed infant
from ABILIFY or from the underlying maternal condition.
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(An Australian categorisation of risk of drug use in pregnancy)

C(2021 %4 H)
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F—AFZ VYT DO5¥E (An Australian categorisation of risk of drug use in pregnancy)

C:Drugs which have caused, are suspected to have caused or may be expected to cause, an increased

incidence of human fetal malformations or irreversible damage. These drugs may also have

adverse pharmacological effects. Accompanying texts should be consulted for further details.
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(201948 H) Safety and effectiveness in pediatric patients with major depressive

disorder or agitation associated with schizophrenia or bipolar mania have
not been established.

The pharmacokinetics of aripiprazole and dehydro-aripiprazole 1in
pediatric patients, 10 to 17 years of age, were similar to those in adults
after correcting for the differences in body weight.

Schizophrenia

Safety and effectiveness in pediatric patients with schizophrenia were
established in a 6-week, placebo—controlled clinical trial in 202
pediatric patients aged 13 to 17 years. Although maintenance efficacy
in pediatric patients has not been systematically evaluated, maintenance
efficacy can be extrapolated from adult data along with comparisons of
aripiprazole pharmacokinetic parameters in adult and pediatric patients.
Bipolar I Disorder

Safety and effectiveness in pediatric patients with bipolar mania were
established in a 4-week, placebo—controlled clinical trial in 197
pediatric patients aged 10 to 17 years. Although maintenance efficacy
in pediatric patients has not been systematically evaluated, maintenance
efficacy can be extrapolated from adult data along with comparisons of
aripiprazole pharmacokinetic parameters in adult and pediatric patients.
The efficacy of adjunctive ABILIFY with concomitant 1ithium or valproate
in the treatment of manic or mixed episodes in pediatric patients has
not been systematically evaluated. However, such efficacy and lack of
pharmacokinetic interaction between aripiprazole and lithium or
valproate can be extrapolated from adult data, along with comparisons
of aripiprazole pharmacokinetic parameters in adult and pediatric
patients.

Irritability Associated with Autistic Disorder

Safety and effectiveness 1in pediatric patients demonstrating

irritability associated with autistic disorder were established in two
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8-week, placebo—controlled clinical trials in 212 pediatric patients
aged 6 to 17 years. A maintenance trial was conducted in pediatric
patients (6 to 17 years of age) with irritability associated with autistic
disorder. The first phase of this trial was an open—label, flexibly dosed
(aripiprazole 2 to 15 mg/day) phase in which patients were stabilized
(defined as > 25% improvement on the ABC-I subscale, and a CGI-I rating
of “much improved” or “very much improved” ) on ABILIFY for 12
consecutive weeks. Overall, 85 patients were stabilized and entered the
second, 16-week, double-blind phase where they were randomized to either
continue ABILIFY treatment or switch to placebo. In this trial, the
efficacy of ABILIFY for the maintenance treatment of irritability
associated with autistic disorder was not established.

Tourette’ s Disorder

Safety and effectiveness of aripiprazole in pediatric patients with
Tourette’ s Disorder were established in one 8-week (aged 7 to 17) and
one 10-week trial (aged 6 to 18) in 194 pediatric patients. Maintenance
efficacy in pediatric patients has not been systematically evaluated
Juvenile Animal Studies

Aripiprazole in juvenile rats caused mortality, CNS clinical signs,
impaired memory and learning, and delayed sexual maturation when
administered at oral doses of 10, 20, 40 mg/kg/day from weaning (21 days
0ld) through maturity (80 days old). At 40 mg/kg/day, mortality,
decreased activity, splayed hind limbs, hunched posture, ataxia, tremors
and other CNS signs were observed in both genders. In addition, delayed
sexual maturation was observed in males. At all doses and in a
dose—dependent manner, impaired memory and learning, increased motor
activity, and histopathology changes in the pituitary (atrophy),
adrenals (adrenocortical hypertrophy), mammary glands (hyperplasia and
increased secretion), and female reproductive organs (vaginal
mucification, endometrial atrophy, decrease in ovarian corpora lutea)
were observed. The changes in female reproductive organs were considered
secondary to the increase in prolactin serum levels. A No Observed Adverse
Effect Level (NOAEL) could not be determined and, at the lowest tested
dose of 10 mg/kg/day, there is no safety margin relative to the systemic
exposures (AUC,.,,) for aripiprazole or its major active metabolite in
adolescents at the maximum recommended pediatric dose of 15 mg/day. All
drug-related effects were reversible after a 2-month recovery period,
and most of the drug effects in juvenile rats were also observed in adult
rats from previously conducted studies.

Aripiprazole in juvenile dogs (2 months old) caused CNS clinical signs
of tremors, hypoactivity, ataxia, recumbency and limited use of hind
limbs when administered orally for 6 months at 3, 10, 30 mg/kg/day. Mean
body weight and weight gain were decreased up to 18% in females in all
drug groups relative to control values. A NOAEL could not be determined
and, at the lowest tested dose of 3 mg/kg/day, there is no safety margin
relative to the systemic exposures (AUC,.,,) for aripiprazole or its major
active metabolite in adolescents at the maximum recommended pediatric
dose of 15 mg/day. All drug-related effects were reversible after a
2-month recovery period.
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4.2 Posology and method of administration
Paediatric population

Schizophrenia in adolescents aged 15 years and older: the recommended
dose for ABILIFY is 10 mg/day administered on a once—a—day schedule
without regard to meals. Treatment should be initiated at 2 mg (using
ABILIFY oral solution 1 mg/mL) for 2 days, titrated to 5 mg for 2
additional days to reach the recommended daily dose of 10 mg. When
appropriate, subsequent dose increases should be administered in 5 mg
increments without exceeding the maximum daily dose of 30 mg. ABILIFY
is effective in a dose range of 10 mg/day to 30 mg/day. Enhanced efficacy
at doses higher than a daily dose of 10 mg has not been demonstrated
although individual patients may benefit from a higher dose.

ABILIFY is not recommended for use in patients with schizophrenia below
15 years of age due to insufficient data on safety and efficacy.
Manic episodes in Bipolar I Disorder in adolescents aged 13 years and
older: the recommended dose for ABILIFY is 10 mg/day administered on a
once—a—day schedule without regard to meals. Treatment should be
initiated at 2 mg (using ABILIFY oral solution 1 mg/mL) for 2 days,
titrated to 5 mg for 2 additional days to reach the recommended daily
dose of 10 mg. The treatment duration should be the minimum necessary
for symptom control and must not exceed 12 weeks. Enhanced efficacy at
doses higher than a daily dose of 10mg has not been demonstrated, and
a daily dose of 30 mg is associated with a substantially higher incidence
of significant adverse reactions including EPS related events
somnolence, fatigue and weight gain. Doses higher than 10 mg/day should
therefore only be used in exceptional cases and with close clinical
monitoring. Younger patients are at increased risk of experiencing
adverse events associated with aripiprazole. Therefore, ABILIFY is not
recommended for use in patients below 13 years of age.

Irritability associated with autistic disorder: the safety and efficacy
of ABILIFY in children and adolescents aged below 18 years have not yet
been established. Currently available data are described in section 5.1
but no recommendation on a posology can be made

Tics associated with Tourette’s disorder: the safety and efficacy of
ABILIFY in children and adolescents 6 to 18 years of age have not yet
been established. Currently available data are described in section 5.1
but no recommendation on a posology can be made

4.8 Undesirable effects

Paediatric population

Schizophrenia in adolescents aged 15 years and older

In a short—-term placebo—controlled clinical trial involving 302
adolescents (13 to 17 years) with schizophrenia, the frequency and type
of adverse reactions were similar to those in adults except for the
following reactions that were reported more frequently in adolescents
receiving aripiprazole than in adults receiving aripiprazole (and more
frequently than placebo):

Somnolence/sedation and extrapyramidal disorder were reported very
commonly (> 1/10), and dry mouth, increased appetite, and orthostatic
hypotension were reported commonly (> 1/100, < 1/10). The safety profile
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in a 26-week open—label extension trial was similar to that observed in
the short—term, placebo—controlled trial.

The safety profile of a long—term, double-blind, placebo—controlled
trial was also similar except for the following reactions that were
reported more frequently than paediatric patients taking placebo: weight
decreased, blood insulin increased, arrhythmia, and leukopenia were
reported commonly (> 1/100, < 1/10).

In the pooled adolescent schizophrenia population (13 to 17 years) with
exposure up to 2 years, incidence of low serum prolactin levels in females
(< 3 ng/mL) and males (K 2 ng/mL) was 29.5 % and 48.3 %, respectively.
In the adolescent (13 to 17 vyears) schizophrenia population with
aripiprazole exposure of 5 mg to 30 mg up to 72 months, incidence of low
serum prolactin levels in females (< 3 ng/mL) and males (£ 2 ng/mL) was
25.6 % and 45.0 %, respectively

In two long—term trials with adolescent (13 to 17 years) schizophrenia
and bipolar patients treated with aripiprazole, incidence of low serum
prolactin levels in females (< 3 ng/mL) and males (< 2 ng/mL) was 37.0 %
and 59.4 %, respectively

Manic episodes in Bipolar I Disorder in adolescents aged 13 years and
older

The frequency and type of adverse reactions in adolescents with Bipolar
I Disorder were similar to those in adults except for the following
reactions: very commonly (> 1/10) somnolence (23.0 %), extrapyramidal
disorder (18.4 %), akathisia (16.0 %), and fatigue (11.8 %); and commonly
(> 1/100, < 1/10) abdominal pain upper, heart rate increased, weight
increased, increased appetite, muscle twitching, and dyskinesia.

The following adverse reactions had a possible dose response
relationship; extrapyramidal disorder

(incidences were 10 mg, 9.1 %; 30 mg, 28.8 %; placebo, 1.7 %); and
akathisia (incidences were 10 mg, 12.1 %; 30 mg, 20.3 %; placebo, 1.7 %).
Mean changes in body weight in adolescents with Bipolar I Disorder at
12 and 30 weeks for aripiprazole were 2.4 kg and 5.8 kg, and for placebo
0.2 kg and 2.3 kg, respectively

In the paediatric population somnolence and fatigue were observed more
frequently in patients with bipolar disorder compared to patients with
schizophrenia

In the paediatric bipolar population (10 to 17 years) with exposure up
to 30 weeks, incidence of low serum prolactin levels in females (< 3 ng/mL)
and males (< 2 ng/mL) was 28.0 % and 53.3 %, respectively.
Pathological gambling and other impulse control disorders
Pathological gambling, hypersexuality, compulsive shopping and binge or

compulsive eating can occur in patients treated with aripiprazole
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