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T AT D N LR A E LT,
BLNT-IWEIRE $T A —% (AUC, Cmax) IO\ CHEHRIT 24T - 7= 5
WAl O AL W R S SRR S T

KA 1 $edx G REOEYHRE/ ST A — ¥

Tmax Cmax AUC TV
(hr) (ng/mL) (ng-hr/mL) (hr)
J BL\mZ }/ﬁcyf’f 6.740.7 | 1.85+0.34 | 57.96-14.69 | 33.29+7.99
7 vk ]
@;%T?mg) 6.920.7 | 2.02£0.50 | 64.83+20.53 | 35.04+7.12
(Mean=®S.D.. n=10)
2.4F .
g -7 LTV $2.5mg (A £ A
iy —o—HHELA] (2], 2. 5mg)
7 1.8F \ Mean=+S.D. (n=10)
g i
ToL2p BITTO
’/\ " B | gty —
boo0.6d i
B |f LT =
15 - +
7‘};';—; 0 L | | ! J
5 0 6 12 2% 48 72
(ng/mL) P55 O R (hr)

3% T ONIZ AUC, Cmax 50755 X — 5 (3, HBRE O EIR,
DRI R - BRI O BRBRA 1T & o TR 5 THEMN D 5,
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O7 bu P8 5mg A1
TLhu YU bmg (Ao ) CIEMERAILZ @EERABFICENENLEE (7
LYY E LT bmg) EEBHERAOKYS (7oAt —n—ik) L, MEF7
A VB R OVERE IR 2 HE LTz,
Boh-EEhgE T A —% (AUC, Cmax) IZOWTHEMENT 21T - 7255 5.
A O L W) 7[RI SR DS HERR S 4T,

BYA) 1 GEe SR OEWERE ST A — ¥

Tmax Cmax AUC T
(hr) (ng/mL) (ng-hr/mL) (hr)

TAUVYE U
S5mg' ML,
FRUELH
($EA), 5mg)

7.0£1.9 3.65%0.39 | 127.98£23.55]| 33.92+10.53

7.0x£1.2 4.28+1.12 | 146.71+32.83 | 31.25%6.23

(Mean*S.D.. n=10)

5F .

o e T ATVY i Smg 4 A

M4l —o— e (§EA), 5mg)

Z Mean+S.D. (n=10)

E./l 3 i /lll":-ii\\?’?\ S~o

v i .

N q -

X2k |

D ) o

)% | B A

gl T

{‘% O : ! ! | |

& 0 6 12 24 48 72
(ng/mL) S 545 D5 (hr)

MEFEERCICAUC, CmaxHED/NT X —F 1%, #HEEH O RN,
MAE ORI L - B S ORBESLMC L > TR L2 L WREWDTH 5,
O7AuT 8 10mg A1 |
TAaTUE U8 10mg [ A ) 1% TEENELR DR 0 EFRIAF O L) S (a2

RRTA RTA ) IS, TAu YU UEE bmg [ A ) ZFEERAE L
L& WHEENEL S, EWFERICRESE LR ENT,

(4) i
BB L

(56) BE - ftAEOEE
VI et (A EoEEs) (ST LHA 7. MAEH] 0EZZH

(6) FHEE (KE 2 L—2 3 V) BHIC& Y HE L RGNS EHER
BB L

12



2. EMEERE (T A—5
(1) HHE
BB L

(2) RIGEEFER
EER R L

(8) WAATFRLFEUT«
Mg R e L

(4) HEEERR
BB L

(6) 2VF7I 2R
U ERR L

(6) HEH
BB L

(7) MFBEBAE
R L

3. R
PR L

4. 9
(1) m—RiBAPLE:RMN
R L

(2) m#%—R4AsREM @AY
Bt

(3) AA~DBITHE
VIl Z2atE (BEA EoEES) (BT 2B 10, ilhw, pEhR. RHmE~OEE
DIE &R

(4) BE~OBTHY
BB L

(5) ZOMDEHADBITE
BB L
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5. {3
(1) REMERURBEER
MR L

(2) RIS 28%E (CYPA50%) O5FHE
R L

(3) FEEBHNROFERVEDEIS
EER e L

(4) RMMOFEOHREUHE
BB L

(5) FHEREHYOEERN/ NS A—4
MR L
6. Pt
(1) BeHEma R UK
MR L

(2) #rirx
REER e L

(3) it
BB L

7. FSORR—4—IZEAT B1EHR
Mg RE e L

8. BHFIZLDARER
M ER e L
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. &£ (EALOZEES) ICEISEAB

1. BERNBLEDEH

M L

2. FRARLEDEAR (RAIRERZED)

(25 (ROBHRICEEELENIE) ]

e Rr vl U b ATk Uia#UE OB FERE D & 5 B3

3. MRERIIBHRICEAET SEALDIELEDER

(V. JRIRICEIT25HE 1. XTI OESH

4. AERVARICEET SEALOIEELEETOEH

. EELGEFNIE L TOEARVRESE

(V. JRIEICET5HEE 2. HEKOHAE] OESHE

NN

M BERERARLETOER

BHEERES (ROBEICITEECRET R L)

(1) WECMENMRNEE [SHICMENMETT28FNNH 5, ]

(2) FFHEREREE=E O H 5 HBE [(AANTTICH TR SN D72, FSREREEBRE T, 1
R FE RO O FE F e OV R - R EhAR THifE (AUC) KT D2 L0
%, mHE (10mg) [ZBWTEIWEHORBLE NG E D AREMENH 5 DT, HERF
WITEEICRET S, ]

(3) Mg (&g ~0fh ) OHESMH]

(4) EERBMEREDD HHBE [ RAICBHERED H 5 BE TIE, BEICHEOE
HEENME T T2 208355, ]

BEELGEXRNER

(1) BEERICESSDEVERHLDOND ZLRHLDT, mpfEHE. A E O
FfEBRE O M BIET DBRICIIER SE D 2 &,

(2) ARANF i i B0 5 f < G IR R B RRIRZRBEE R AR B D DT, AH|
FHERILRICHMOBER 2T 2 & &3, HETCICRGHRICEET 2R 88

ORI B LA DRI 55 T b,

7.

HEEA

AHORBUCITT L U CORMAHBER CYP3A4 S LTV D L EX BN T D, |

(1) GtREREFDEA
EARRAA
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(2) BHRFELENEH

BHREE (BHAICEET S L)

=)< krLJoLENL T |
J I
A bTary— 5

EHLE ERERIEIXR - B A * B - BiEEF

MEIEVER 24 2 354 FEICERZE®RT 2820 | MAEICIERAZHEBRT 28

Wb, MEBEICBEZITOR | 20D b 5,
FEELTCERTLZ &,

CYP3A4 [HLEH| T YA~ A U ROVNT | AREF O 5E AR B
YRRV A Y TELAEOHHIZEY, RH | FIN DA @ENE 2L
CILFTE L DILTEEN FRE LW | 1D,

U NFENL ERH D,

CYP3A4 7584
V77 eV

AF DM PREMET I 55
TNDH D,

KAIORFH e S D
AREENEZ BN D,

TV—TITN— P a—R

ARBNOREEER N R I D
BENWRH D, RRFRHAZ L
BN IICEET AL,

T L= 7= EE
AU D Rl Gy DS A K DA %
PELEE L. ASHI oD i H 9 B
N EFRTDAEEMENE 2
b,

SUNRARTF

UNRAHE T 80mg (EWN
KAEARBOEHE) LOfFHIC
X, voRAEF LD
AUC 2 T7% EH LTz & D
ERH D,

*%%}J?_:Z:H)qo

/= B RV S

PERIC I 27 a ) A ADIL
HIREEN B L, BEESD
27wl AADRIERDNEL
ToHBENRD D, FEHAKEIC
XX 7 a ) AR
ET=F—L, LEISLTH
s ) AADMEZHEST S
Z &,

| R 7 = SRV = N
F & LT CYP3A4 IT&Y
R#sh sz, FFHI
SN /A= RN LW i)
WILE SN D ATREMEN S
Zbhd,

8.

BIfER
(1) BEMEFADHE

AHNAE B A A O BIVE I SE B L S R & 72 %

AL & FEE L TR,

(2) EXGEMER HEAY) & MBER

1) RUERF2:. FFHBRERES. #|E : BUENTL. AST(GOT). ALT(GPT), y-GTP o L5
M Z R O FFREREME ECEEN H L OND 2 ENHDH DT, BIEE 44TV, BE
BRO NG IR EZ L L, BURAEEZITO 2 &,

|EARIBRAE., BMBREA . M/MMRED - MRERERE, [ mEREC ., i/ MRED 2 &

SENDENHLDT, MEBEEIT O R EBIEEZ TITATV., BENRD bN-E

Bl EfI L, @URAEEITO Z &,

EBEJOvY BT 0y s (FHIER Bk, OFEVE) RELbhdZERd

HDT, BENBDOONTHGEICIIREEZPIE L, @EURAEEZITY Z &,

4) BEBBEE  BEUHRIEN D SbNb Z L NH LD T, BEE 5TV, 5
WiE. B, CK(CPK) LS., M kORI AT n ey ERERS b
A, BE5E2RIEL, BURLEEITO 2 &, £72. BEUBRRIEIC X 5 AMR
BEEDRIEICEETTH &,

2)

3)
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(8) £ntanEIEA

WD XD BREIWERANZRS b= HmEaIcid, HEIDG U, BiE., &5 9IRS om) 2L
ExXITH 2 &,
4y M MOE R B
P ALT(GPT) k5. AST(GOT) b5 . FfRerE®E . AL-P L&
LDH k5. y-GTP E&.. &y, JEK
faIR=: FRREED O ETTh (BUR, BRI | BB, ERT,
Mg, BASMNGRE, R X TE=ET v v 7 s, EAmE),
Jph, BEAR. FRIR
. G - ShHo&, UHE - HE, IR, R, REREE, K9
MAC-RER g e SRR
ey DR, R, WA - R, D8, MERE. TH - 8RfE,
BEMEEIEEI, Ok, BEEEG., BBk, R
fh - BER i ERIRTUEE, A, WE. BAETRE. AR

MABR - ATERR

BUIN EH.. 7 v7rF=v k&R, HR - KEER, IREMEA., JRE
M. IRIPEABE, $hiltfEE . HEREE

M= 27— 5. CK(CPK) F5-. &ifikE. BERIA.

R R 1 R

ik MR, ~E 7B E b, Ak, AR,
SEHE, mmwﬁw

BT EF ZOFE, FRVS. CRNBEUE, ALK, MR, MmE

Qfe=2) ERIC L) HARE

204 EHT B, LU, B, B, Shi, R,
W, W, BN BNRE. R, SEmNE. 27F. me

VIRV R
IR, SEEE

LML, BB, gk, IREHIIN, RERD,

El)mmg«®%E LV EHEEICREO LN EOWMERD D,

HE2) BB LY

JidHEEERIET S &,

(4)

(5)

(6)

HAMNERARREERVERREERE—

REER e L

Eieres,
BB L

SHHE EEERUFHOFRETZNORERARREE

W7 LILX—(2HY 2EBRRUVRBE

VI 22 gt (B LOTERSS) |

ate) 8

BIVER (3) ZofoEIER] oE 5

BT A 2. BRNA Lz oA (RIS %
Jit2]

17




9. BiE~DEE
EEE T ARIOEEORREIIHFE LSRN E SN TS Z & KOG IS TOERNE)
RERBR IR 2 i < . MR EEHI N E L R 2 A NGB 5N TWVWH DT, K
A& (25mg/H) NoEGEEBART LR EEEORELZBE LN OEEICKREGT S
k.
10. 1R, EiR BILBSF~ADOERES
(1) W@ SUTIERE L CW A HHEMED & 5 i NS 59 235812013, 1BRE oA IEIEDNER
PEE ERD EHBTSNDGEICORFEGTH T, [ TR Rk 5T 5
EIEIRIAM K O I N E R 2 Z e b Tng, 17
(2) BAFOEA~OEGITRET D2 ENEE LVR, R4 ETRET2551%. 24
EREFESELZ L, [ MHHF BT/ MES TS, 19
1. MRE~ADEE
IRHARER, B, 2R XX 6 MR O Ik 2 M3 L TV
(ff FHRRER DN 72 0y)
12. BERERBRICRIEFIZE
BN -V YA
13. BEBRE
FER  BEORMMENRICLY, va vl Z2ETeEH L WIEKRT & KRR E

EZTZENndD,

WE : 0 - FRFERED T =K — 24T BENCIE 2 E S 5, F LW EE T 25
D ONTEEE, WEOZ L WiEOR G5, LIE RIS D 0EZT O,
FERDSUE L2 WE A3, TRER LK E M OPEIR BICTER L7ads b JHER O S
ZEET D, AFNTEAMEGER WD, BITIZ L DBREITA TRV,
AFHitE BB G- ORI AMHIALE & U TEMERR G DA TH D L HEShL T
Do

14. BRALOEE

(1) 781 -
ERITRDICHERT 2 2 &, pEI%ICERT2582E, #Eo E 30 AUANIZ
FHITDZ &,

(2) ZEHIZZHHEF -

PTP WZEDHAIIP TP — bWV L TIRH T2 L 5B ETHZ &,
(PTP > — FOFREKIC LY, BEWSLAIARIERBEA~FIA L, XL EkE 2
L CHERAR SO EE R EINEZ IR T2 Z EAMEIh TV, )

15. ZOHDERE
KIRBIRIZI S TRV AANT K 2 1E5 IS DA 20N NR (LS 2 5
L) MALNTEDWREND D,

16. £ Dfth

RN

18



X. JFERERHERIZBY9 HHHE

1. EBEHE
(1) EHIEBHAR ( VL. EHFEB(ICREHT ZIHEB) 2R)
HAER R L

(2) BIRMEEAER
M ER e L

(3) RLMEEHAR
BB L

(4) Z0fhn3EEFER
BN - AP
2. =MHER
(1) HEESEEHER
FMER e L

(2) RE/SHERR
BB L

(3) £ERESMEHER
M ER e L

(4) ZOMOBHEL
BB L
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X.

1.

EEWNEHICEI SHE

RHRXS
B LT ARV UEE25mg (A A B SR,
T Ahu U UbE bmg [A A DBISE, AT RS
7 ARG 10mg (Ao B AT EEIR
EE—EMEOMTEICL VTS 2L
HRRSY : 750 D _UOVERE LK LA R
. AR R AHR
FEFHIIIR « 3 4F (CLEMERBRE RIS <)
. Rk - RESH
HIRIRAF
. REmBFOLDOEFER

(1) ERTORYELD EOBBAITONT
BB L

(2) ERRFRFEOIIRWNMZDONT (BEFICHEITASWEEES)
VIl Z4M: (A LEOEESE) ICBET2HEE 14, @HEOEE] OHEESH

<FvolLky : AY
BEMERLTA R HY

(3) RFFOEERIZTOWNT
Hrlz/p L

. RBEEE

BARR/NA

. B

T AurTEUEE2.5mg (A4 PTP 100 & (10 $£x10)
PTP 1000 # (10 #£x100)
X7 500 2

TAaPE U EEbmg [AEA]  :PTP 100§ (10 $£x10)
PTP 1000 & (10 ££x100)
X7 500 BE

T AT EE10mg (A4  PTP 100 & (10 $£x10)
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7. BROME

7 AuYEUEE2.5mg [A A

PTP @& : R Fmbe'Lr TVI{E

VN

NI - RV =F Ll (PE) (. &-AV 7Ly

7 Au T U8 bmg [ A A

PTP AL : RY Fub’L ., T3

TVI4E RAE

NTEEE R - ARV =F LR (PE) ( E-K) ey

T AU U8 10mg (A A

PTP ald& : R Fmb'L | TIVIE

VN ]

8. F—H%y - R%hE
(1) A—EHoE:

7 LAY 8E 2.5mg, $E bmg, HE 10mg
J IV A 7 GE 2.6mg, FE bmg, $E 10mg

(2) @A % ZF:

=HNTE U, REU Y UERE, v = U U RS

9. EfREEEAR
eNi;

10. WERFRZBFABRUVERRES

B

BLEIRTEAGREFA H A&
7 Lu VB UEE 2.5mg (421 2008 -3 J 14 H 22000AMX01228000
7 vV UEE bmg [ A 2008 -3 J 14 H 22000AMX01220000
7 Lu Y EUEE 10mg (A& 1) 201342 J 15 H 22500AMX00351000

1. RimEENBEAR

B

FEAM AL E A A H

7 AuTY Y UEE2.5mg [A A

20087 H 4 H

TLAu U B bmg [ &A1

20087 H 4 H

7 Au Y EUEE 10mg (A& A

201346 A 21 H

21




12. PREXIRREM, AZERUVAEREEENFOFABRUZEORNE

FELOHEETBMNEA H - 2009 410 H 19 H
WNZ  IMEIEICRT L 10mg £ THEE S 5 Mk - AEO AR

T #B5)

MIER O EAFIBINFEHN B - 2013451 H 21 H

NE /NSRRI T 2 L - HE&o—ERE

THO___ #5y

[ K O )
- I SE

U SN
THIEMTED,

SIS CIE T 5 23

WE, RAICIET a0 LT 25~mg & 1 H 1 FEEOKEEGT 5,
FHRARF4 A 12iE 1 B 1] 10mg F THE

=]

2N

WE. 6w Eo/NRIZIE, 7TAeYE LT 25me & 1 A 1 FRROREEGT

2

g, i, (RE, JERIC K

D 36 HAHEIT D

W, AT 2P LThhmg 2 1 A 1EREAKST 5,
72E, FERICIE Ul a5,

13. BEERR. BiMERAREABRUEORE

BARR/NA

14. BEEHM
A L7

15. REMEFIRERRICET SH1HR
AFNT, B (HDWVEERE) WIRICBET D HIRITED ST,

16. £EI—F
7 I 25 [ 2 ;
W% 4 ﬁ%@gf%@ %g?f% HOT #%
ARG 25mg [1A4) | 2171022F1010 | 620007823 | 118547801
7 ARV Smg (1 LA | 2171022F2017 | 620007857 | 118566901
7 AR 10mg (f£() | 2171022F5326 | 622260901 | 122609601

17. REHBALDOFEE

AANIZHEHRN EOBRREELLTH D,
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1) B+ /b A AR =R MEH JPDI 2021, 46, (2021),
2) FH\IE AR TR E C-306, (2021), JE)IIEE
3) a—TA A KRSHE  AENERE OnEEER)
4) a—T7A AKXt N (AR
5) #H+/\MIE B AR/ HfigaE C-311, (2021), FEIIEE
6) a—7 A B ARKEH  AENEE (WA R SR ER)
7)) YEABRIT A ¢ O HERFE, 1991 ; 42 (2) : 167-176
8) Naito T,et al.:J Hum Lact 31(2):301,2015

2. FOhnBEIH
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PSRN

2. B EIT SRR EER
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