03

20234F 9 HEGET (45 1 ) BAEERR D EES
872149
Bk EIRIE REFE{EAEARB
HHRIAR + 307 ] VAL B L ORI R SR
TILAYILIS0D::50mg 3t-15,
TILAYILID0D::100mg3t-15.
TILAYILIS0D::200mg3t-15.
IRBESARTAN oD TABLETS 50mg, 100mg, 200mg onara.
OD#50mg OD#E100mg OD#£200mg
L7 A I s ) ERES 23000AMX 00236000 23000AMX 00237000 23000AMX00238000
W EE—ESFEOWFEICL VAT L AR5ERIE 20184F 6 A
pre= . P 8.2 BIEMNICES DV, 550 E0bbbISC Lidhs
2. REROBICLBELE ég% O, TR, IO b 5 B PR 5 B

2.2 TR IR L CTwv Bl R

2.3 TUAFV V7V A5 b oERE S (272
MOBEEERET->CTHRBMEOT Y ba— L F L
CARROBHE L) [10.1 K]

MWD HKZE[9.5 ZHH]

3.1
. ANWVRYIV T 20D | A VARHIVF 20D | £ VXY )L % 0D
WA | esomel — 5 | | 5100mal + — 5 1| 5200mgl + — 5 |
15 18 18
FHREGS | HRA VRSV H{A VRS 2 HIGA VRSv s
50mg % & A 100mg % &4 200mg % A
D-~v=h—. NIEHILF YT, JUARE Fy,
WAl (b7 Au—R, JVEBEATFTIIVF M)A TRV,
AU 5U—R, FAY b=
3.2 BAIDMR
Wi, A NVXRHF L F »ODEES0mg| 4 VRV »ODEELO0mg
. [+—15 ] [+—n5]
Pt~ 35 1R PR o BI85 | F1 68~ 5 2 1 f s P o E)
PEIR - #IE | A D OFEE A DFGE
(l‘lH’“V\JHﬁlﬁfm) (CTHEP i 3 )
. H0TAT B} Hh H0TAT
i @0 | == | @ —
Jox % E{i 10.0mm  fH£% : 4.5mm| & 11.0mm 5% : 5.7mm
JEX 0 2.9mm JEX 1 4.2mm
B 101mg 202mg
WkBZIR [ A VRV E 2 0D50A — T | 4 VAL F 2 ODL00A — T
. A IVARY IV ¥ »0ODEE200mg
WS |ir—ns)
i~ 3 A kg T o EIRRA
PR - HIE| D DF%se
(FPEPI A 358
i i) fiin)
S € )€ =
F££:16.0mm %% 7.8mm
K3 JE& 1 4.5mm
B 476mg
ANFIR |4 VRV F 2 0D00F — /NS
ARER ILHDR
=M ESE

6. RERVAE

HWHEL EAZ

#5459 %

B AR ERIC KD BT 5 A%

200mgE¥ TE 3 5,

8. EELEXANER
8.1 KHZ &L T v IF T vy VIR RERA G I EE R
ﬁ%%ﬁi#&%bhttﬂﬁiﬁﬁéoH%%@ﬁ%%%?

b PRt

-4 -

AT) 2 & 1.

FA VYL y & LT50~100mg % 1 H 1Ia#ET

LH R G-

1.5 2]

ICIEEsEL 2L,

8.3 TFAMTAI2AMEMIIZIE G LA W ENREFE L v, TV It T VY
VIR TAR SR o BE . REEE TR L=0-7
YIUFT VYV ROMEIWERIC X AEERMTALT 2k 2 9
TR H %

9. HENEEEZEIHBREICEHTIIE

9.1 AHtE - MEEZEDH 28E

9.1.1 MRMEERKENSH 2 BEIFECBHRKEDH 5
B
LR ERLVEHM SN GALZRKRE, ﬁﬁibi:& 5 Z
&o BRI DR R AR ERAR S BME O T IS & 0 S0 BB
RIS LEBENDD S,

9.1.2 EH VU LAMENEE
BREELLZELRVCEH SN A 2KRE, SAIIETS S
Eo EAV Y APEERMESECEBENNDH S,

F70, BERERE, oY PO — VAR OBHRFBEEIC X Y
Uy AMEFE L R ) RTWEE T, MEH ) Y AMEICEET
HZ E,

9.1.3 BHEBEDH 2 8EH
WEOREEDIMMTEAEEZT &SR L, REZE{LIELBZ
nndH s,

9.1.4 BELRREEEPOERE
HHE»LZG 2B L. METIHAIIELA I E, —
WO AEMERTERITBENN DS, [11.1.3 2]

9.2 BigEERE

9.2.1 EELBHREEEDH 8L
EIEOREEIC X ) B2 B X BZNDDH D

9.2.2 MEBHHDEE
ﬁm;ﬁ%’J%%ﬁL B B YR 4 12T 5:ko~

BYEOEMEMERT2EI$BZNH 5, [11.1.3 BHR]

9.3 FFiggeEERE

9.3.1 FEZEN & 2 8E. HICETHFEZERVET> >#0DH
38E
ARFNE TN PP S B 720, M iREN LA T 5B
nhdh 5, [16.5 ]

9.4 £JEREEE T 5

9.4.1 IR B FREM D & 5 L4
HRLTWA I ENIBREINT 7 v U 7 v ¥ VERBEEE
FXET v VF T vy v DA RERHRIZER L. B - Bk
WO (AL, FHE - i - FoREAE, JEEE) 2RO
LN BIHE SN T B,

AHNOB G B RBEOF WD EE L TARFAE G- 02
%ﬁ%@iu&ﬁt\ﬁ%k@ﬁéﬁﬁﬁ@ﬁ%i@ékﬂ%
ENDLBEEIOREETDHI L, T2, BEGVPULELRLEIC
ROFEPRHIIHETHT L, [9.5 3]

(1) ARFIR GG IR L TV ARV L 2T 5 2 L &H
BHPL, RL TRV L2 EMMICHRT I L, &S
HZIFRDSHI B L 22354 id, b IG5 2 b5 2 &,

(2) ROFHIZOWT, KREFG AR ICEFICHAT L 2 L,
T, HHPHLBEICR LT A S k
IR CARA 2T L2285 E . i)

VRAINHAHI E,

CWAERISREEE KITT



1

ITHRASHIE L 72 O3B LD Y ad, R A IS BRI AT
THIE,
TR EENI T A AE, HYEICHET S S
9.5 1Ti®
TR IR L TV B IR0 & 2 L3RG L wnwa &,
PG IFIRASHI B L 723810 1E, B IcHkb2d k52 Lk,
HRP I  OSRK IS T ¥ V7 v VIR PR 3T v

to

AT Y VMR EN & G S BB TEREAE,
el - FAROC, FrAERORIME, A4, W) Y Al
i BHIR DTN A e VR BAHELS & B & HEN S h 2 T o
i, BHERHIN O, MOBEREEDLRD S b7z L o)

Hbo [2.2, 9.4.
9.6 I

1 2]

BALBRWZ ENFNLTE L, B8R (T v M IcBWw T
ANDOBITVHEDLNT WS, 72, B
O HAE B OS8R O RHR O BRI B3 2 R ©50mg/kg/ H

P ECIE IR B TR ORER I A D S hTwn b,

9.8 EitE

AR (7 v AR K

B EY SHRG 2 AT 5% CHEICHG 52 &, —fKITH
JEORETEIIFE LS BV E SN TS, BBIESENEZ 252

N %o
10. #HEER
10.1 FRABSHAL LWV &)
A2 BRRAEAR - Ry PO - el T

TUAFL Y7V
1

VA

CBE PRI JR A S 5
bYte 72721, Mo
PEEEHEIToCTD R
BiFEDza >~ ba—)v
PELLAROBE %
<)

[2.3 K]

Bl AR N 8
WA w7 L AE M
MMEIMED Y R 7 BEnas
HEshTwa,

Loy-TrvET Y
¥R B AT R &
NBWHEVED D %

10.2 GRAERE (B

ICEBTBHC8)

B

R AHEAR - 358 5 5

By - fabRE T

B % ZARFRER R A
2¥ua/ 57 b,
)T AFL VA

H1) 77 DA

Mg 4 ) 7 ZEDY F 55
bIENDHB

B RAOT IV E R
T WEIHNC & D
H ) LR A A
W83 % W REMEASD B o

OV AFT7 Y N
[11.1.3 K]

bV (A RN fa bR T B AR R
DH 5 EH

FIBR B 51 — VO 2 e I E A | R R B E A TR %

JutIF, M) 7| ERITBZENGDHLOF T L EHTIE, &K

T FIRFEEA % 4% 5
DEBEAHEGT 2
P, AR 5%
ERIGL. RS54
3RAICATH 2L,

WmDWAIZE Y L=
AT L TH D
FEFEAER AR S 2 B
INDH %o

TYVAFL V7=V
1

ERREREE, MY T A
ILE K OV L % 2 & 37
BENYDH 5L,

B, eGFRP60mL/
min/1. 73m2A O E g
BEOH LBHE~DOT Y
Z2F Ly I VEBIEED
BEHIZDWTIE, L
e vEHEEh
LG ERERILI L,

LTy VAT Yy
¥R BRI AT R &
N2RYED D 5o

TYIF Ty AW EREREE, B YA
1% 5% B 5 71 LA B O IfiLAE % 2 & 37
IFTTIN, A I|BENDEDH D,
¥ 7)) IV
AT 04 FHEBUIAE | A 0 e IEAE R A% RS 3 | S IR 2 A3 %
3 (NSAIDs) LBETNDD D, TURY T T I D
¥y 7suzoy, BRHEIC LD ARFAH
LY RAY YU O R % 5 S &
B e D %o

BRREDME T LT a8
BT, HEICE AR T
Ly 2BThhdH 5.

TOURYTF T D
AHAEICI D, B
MEPET T 27208
EZHNb,

S 4455 FRAHEIR - #5185 B - fabrA T
) F A ) F oy ARENEEE SN F oy 2 O FWIE S
REEY F 7 A Twh, MUY AEBET A
D, KAOF P A
PEMIERICX ), U F
7 A O PRI A HE S

hatEz6hb,

1. 8EA

ROFWEH DD SbID Z DD DHDT, BEE IV,
BHHRD SN G 2 Pl B A L) e AL & 4T
;) : ko

1.1 EXAEIER

11.1.1 MEREE S AN
BEI, U, WHEE, T5oMREERE 32 M FE S 5 b
NHLZEDVD 5,

11.1.2 &H VU 7 LI GHEAH)

11.1.3 >3 vy, K. BEEEHERH)
G, M, RN D S b AICIE. B ISEY
WMEZFT) 2 & [9.1.4, 9.2.2, 10.2 ]

11.1.4 BFRL HEAH)

11.1.5 FFEEREE. 3E (0.1~ 1%Kii)
AST. ALT. ALP. y-GTP® A% IHisEE)sH S bh
LI ENHD, (8.1 BM]

11.1.6 {EKIHE B EAH)
Bl &, Zelii&, @it. ToRa., ST, s, kb
BN D SbNLEIIIRS 2L L, @Y R 0EE1T) 2
Lo BERRHERTOBETH Sbh T v,

11.1.7 #ERUEBBARAE (I REANHA)

. B CKLEH. Mh R ORPIFrae sy L5 %
B e T 2R RED D b BZ ERHLDT, DX
BAEICEE B IS E IR L, B RWEZT) 2 &,

1.2 ZOOEHEAR

0.1~5%Ail AR
e By, MUEART. BV ERIE. B0k, O Sk
NN )
FAARSR D F v, BUE. ) A K IRA. AR, LOHK
b ML MR, RS TR R, EAPUR. MK
JFFFid ALT EH. AST kS, LDHEH., ¥YvE ¥ EH,
ALP L5, y-GTP.L5
T fik BUNLS., 2V 7F=v ba, IR EAEE R
Thit
IR RIMERIEA. N~ b 27U Mgd, NEZaE VK
Ay EIMERIEA . AFERERREI, I ERRE 0
Z DAl REWER, Fodn. PR, 13TY. ML S BUR. | MR AR
BRELSLE . SEEL. BRI, MO, IR, AROUAK|W. HWS
Ty CKES, IiEA Y s Ed, KBRS, oL
AT a—=)V 5, BEH#EA. CRP LA

13. BEHRS
13.1 @
ARANFMAGENT TIERETE v,

14. BWRAEDIE

14.1 ZERIZMFEEOTE

14.1.1 PTPAROHANIPTPY — F ALY I L TIRA$ % &
IFRETHZ L, PTPY— FPORBEAKICE Y, WS ATIAEE
BB A L, B389 2 B 2 L CHERRIE &5 o 2 4 0F
2T A2 Db,

14.1.2 AFNIEH O LIZOE TR 22 S &5 L T 5729,
K7z U CHRAWEETH S, 720 KTHRATLZELTE %,

14.1.3 AHNIE-F TORETIZ, KR LTRHASERZWZ &,

16. EYEE

16.1 meigEmE

16.1.1 BEE%S
TEHE N BYELSBINC A V¥ )L & »50, 100K U200mg%k 27 T A
F—N—EIC X D R RS L & & AR
ELTIHEE AT HRENETHEIAEL 20 FOREYBRE NS
A= RKUIRTY,



HYHE ST A —5

et Crnax tmax AUC t12
(mg) ” (ng/mL) (hr) (ng * hr/mL) (hr)
50 18 | 1084+375 1.4+0.7 3821+1208 | 10.1+5.9
100 18 | 1758+483 | 1.6+0.9 6848+1974 | 13.6+x15.4
200 18 | 2098+455 | 2.0+1.3 | 11742+3549 | 15.2+18.6

P = AR 22 (REH: © LC-MS/MS)

16.1.2 R{E#HRS
Tl N BB PEO BN £ L _H )V &~ 50, 100mgZ 1 H 17 H £
BRI G Lz & &, M4 3 % 5k Hm3~40
TREWWREBIEL, WS e b EREIEASNEH o 7249,
T 72, EiEE 2 S OARREYE S MERE R E 14624 VNPV F v
100, 200mg# 1 H 18 H A% SRS L7z L &, Cmax
FOAUCIKHGIHH L% E58HH L oM THBE 2R L.
BeHaE L ERBMLIA SN D520,

16.1.3 M EHNFESEMRER

(A IVNXH L4 > ODER100mg[ 4 — V5 ])
ANARFIVF ODEEL00mg[ +—2F ] & 787 T §E100mg %
JUAF=N—=FEIZEDENENIE ANV F LT
100mg) fEEFE i A3 T~ 1 £ B R 1P - Ok 22 LTI L Ok
TR L CHE R LRI 2 e Ly 15 5 - 38 mp g«
5 A —% (AUC, Cumax) {22 T0%IE HE X [ 3:\ 2 THEEHAT %
1T 725 %. log(0.80) ~log(1.25) DHPFHMTH b . WHI DL
Wy R Sk SRR S s

(1) &% L TIRA (7/57°0%#100mgid 7k THRA)

HYHEST A —5

AUCo-72 Crmax tmax t1/2
7 (ng * hr/mL) | (ng/mL) (hr) (hr)
A VN5 > ODEE|,, 7299 1680 1.63 8.36
100mgl #+— /17 | +2316 551 | +0.86 | =2.11
o 7120 1606 1.67 9.81
N7 H
737 mEE00mg 24) g 627 | +£0.88 | +4.79
XA = R
(ng/mL)
2250
1 2000
® 1750 —o— A VAPV F ODFEI00mg[ 4 —/1T |
A —e— 737 05100mg
;If, 1500
~ 1250 Mean = S.D., n=24
;{ 1000
% 750
=~ 500
é 250
P & &
0 12 24 36 48 72(hr)
B 1R
MEE A VRIS VDR
(2) kTHRA
YRS T A —
” AUCo-72 Cmax tmax t1/2
(ng + hr/mL) | (ng/mL) (hr) (hr)
AV H L 5 2 ODEE| | o 6617 1806 1.34 10.77
100mgl +— /17 | +1441 478 | +0.90 | +6.33
. 6474 1641 1.55 9.72
g
77 mEE00mg 9] o +533 | +1.05 | +3.39
PE it + REAE A
(ng/mL)
2250
1 2000 ,
g, —o— 4 VARHILF 2 ODEEL00mgl F— /T
A —e— 7,37 1$£100mg
}{, 1500
~ 1250 Mean = S.D., n=19
Y1000
o
2 750
2 500
E 250
® @ Py &
0 12 24 36 48 72(hr)
5 1R

MAEF A L RBIV & VRO

(A VXYL 4 > ODFE200mg[ + — /T 1)
A WX T 2 0DFE200mgl +—2TF J& 78T B §E200mg %
JUAF ==X ) ZNENIFE(A VYL & LT
200mg) FERERE A 1S A R R TP - OK 7 L CHRT L OV
THRA) LTI rp R AL 2 8 L. £ 5 /- shig <
5 A =% (AUC. Cumax) 122 TI0%AEFEX [ ¥: 12 TR 2
FFo 7ok H. 1log(0.80) ~log(1.25) ®HPHNTH b . WF D4
W AR R SF DR S 727,

(1) &% U THRA (7/3 7' O088200mgld /K THRA)

S ERE ST X — &

. AUCU%72 Cmax tmax t1/2
(ng - hr/mL) | (ng/mL) (hr) (hr)
A vy 2 ODgE[ o 13050 2729 1.53 15.39
200mgl F—/F | +2950 +739 | =£0.39 | +9.97
. 12900 2508 2.05 15.03
7T RS0 (19] g0 +752 | +0.98 | +13.06
S il + R (A
(ng/mL)
4000 F
iz 3500 -
2 3000
&3 —o— 4 VAL ¥ 2 ODEE200mg [+ — 1T |
)T/ 2500 —e— 7N 7 1$£200mg
j; 2000 Mean# S. D, n=19
v
5 1500
Z 1000
;& L
E 500 E
Py &
0 12 24 36 48 72(hr)
5%
MAEF A VAR 7 RO
(2) K CHRA
WY TEE/ ST X — 5
” AUCU*72 Cmax tmax t1/2
(ng - hr/mL) | (ng/mL) (hr) (hr)
A V05 2 ODSE[, | 1259 2497 2.00 11.84
200mgl F—/ | +4730 +1040 | *1.06 | +6.36
o 11490 2665 1.73 9.85
7oN7agE0mg (201 geg +1274 | +1.18 | +5.75
A = B
(ng/mL)
4000
il
3500
5% —o— 4 VWL Y ODEE200mgl F— /T |
”Jf’ 3000 —e— 737 T §E200mg

Mean = S. D, n=20

2000
JV 1500
Ed

> 1000
7%

% 5001

0 12 24 36 48 72(hr)
BE %R

MHE A VRV & Vs DR

MAERIEREN ONICAUC, Coad D85 A — ¥ 13, #HEH OREIR,
M OFRITIEE - R O RBRAMC & > TR 2 W THEEA D %o

16.3 41
16.3.1 EEHEEE

b I & R A RIER97% T H o 72 (in vitro) ¥,

16.4 54

A NPV F %, FELTCYP2CIC X A bt & 7
sa VBRI VR#ENL, C MNFIZuy—2F2HWT,
CYPIEMEICH T 24 VA_RH L& v DOHE/EHICOWTHET L7
FEis, CYPIA2., CYP2D6 OFCYP2ELIZf LTI R €,
CYP2A6. CYP2C8. CYP2C9J O\ CYP3A4IZA} L CRHENEH -3
AOOLNH0D, WFNOLMEDRE XA 72 (in

vitro) 9,



16.5 HEittt
FRHE IR AN B\ TRERIR P HEIEERI3590.3~1.3%Tdh - 7219,
TEBER AN HC-BEGk A VRV & v R RIS L7 a, e
FED#20%13 FR I HEM X, #954% 13 i el S 7z (UL
ANF=%)12, [9.3.1 ]

16.6 HENE=EH I 2EE

16.6.1 BipEEEEE
B - PR (Of)) . REE (1061) OB RER EEF A VRV F
»100mg#x 1 H1M8H M AR 135G Lz b &, BHpEIEw & &
i L CCmaxe AUCIZH BRI A SN Do 720 MLHENT T
DEF RO, BHRRERE B SRS LA b BRI
FEAERWZ EDTRIBEINT:(HEANT—5)13,

16.6.2 ATHgeEERE
B hSE DR B ELOBNS, £ VPV & »300mgh % 28
JERFIH 17 H B RER OGS L2 e &, ERA LKL T
Cmass AUCICAHBRAZIALN o7z, FERMMEMANT &
AW E LRI JHEANT— %)W,

16.6.3 =&
i (65~80/%. HE106). ZPE106]) & # 4R (18~357.
PE10B) (124 NV ARH )L & »25me™ & 1 H 1l ARSI 1% G- L7z &
X, CoaxlCHBERAEZAONR D 57205, AUCIKAFEHITHANR
THRIB0~T70% 535 Z LA anz B EANTF—5)5),

16.7 EHHEEIER

16.7.1 JIL7 7>
INT7 7)) v (CYP2CODIEE) L L/ &, v 77~
DY BHRENZALIZA SN Do 72 FEEAN T — 5 ) 1617

16.8 Z M1t
A NPV F ODEESOmg =T NIB ko X, 1
NVARH NV F 2 ODEEI00mg F —N T J& AEWAIIC L% & A &
n7i-we,

) ARF AR SN /21 HlE HE1350~100mg. 1HRAHEIE
200mgTdH %o

17. BEERAIE

17.1 B3RO RLMICEEYT 258k

17.1.1 ERNEERHER
AREC BT 5 HERILERE * & O B R o a3k
xR BNL8TIHITH b . A #hF1E69.0% (60161) TH - 7219,

B KD 5
TR DRRE —
rRE fotai e my | TE)

AREVE 7 LA e (8 - &) 563/822 68.5
TORE i ML E 18/22 81.8
Bl A R ) MU SE 17/23 73.9

IR LA 31 -
&%t 601/871 69.0

FE G 20mmE g BA b B K OSERR I I 10mmHg A _E B % §if 72
A, FIIME13mmHg L ERBE % 7233854, id150/90mmHg
Kl (7272 U AR # T3 140/85mmHg A ) [ B L 72354

17.2 WERTRAEE

17.2.1 ERSLERFEEIERAER
ARREVE RS SE (B - P &EE) 165611 A W _H )L & v 50~
200mg7# 1 H 1 14E RIRE 13 G- U 72 & X LR A I /40558 30 af
& ($5-BETHT 0 -39 ME164 . 2/98 . 5SmmHg) 13 3% 5- B iR438 4 &
DAHBICTREL, %% LEBREERP MR SN, H5%TH
DWW /B ER W I O 28 b & O F1913-28.5/-14. 3mmHg
THo720
LA VEREMA L1666, R O RE LB % & RIER
131851 (10.8%) 1238 b ze Tz b DI LEMELSMH, CK
FH. ALP EF23%260(1.2%) TdH - 722,

18. ZFEhEEIE

18.1 fERARF
In vitroi BRI BTy IR KBRO T v V47 v 1
(AT FFENGE 2 FE R IB Ly in vivoikBR (5 >+, A X,
FINIZBWTHADFFAE I IZH L TEHIER %R L7z,
In vitrofE &R B 5. ZOWHEIEIZA T ZHERIIHT 284
P IS B DOTH Y, WICAL ¥ 4 F1ZHEMB(ATIZH
1K) BIRBTH 5 Z EHRB E N0 TOMOZEAAI BN
ERET, TUIFT vy UEMBERLHE L 2o 2200,

18.2 F&IE{ER

L= VIEwMEY V., 2812 v 7RIEES v by R
B RREVE R U HARTIE S v b (SHRSP) 12 B W TR 512
X0 HEARAE ORI 2 IEE 2R L7ce A VRIS
NEUABIT B 2 R F & e hr o 72272

18.3 EMEMRIRESMHER

LT S R S AR 0 B U L ARFEAE T » b (SHR) ~O AR R 1%
B X ) S FE o 2 P L7z ZOEHIEA VRV s v
FHAIEB LR LY N Y U FHRRED SNLh o7
WIZ, SHRICHKERIHS 5 2 LICX ) SiEOH#EIHES
DIER, 3OS E K OSKEIIR O B I S e, F 7z
FIRANTIC X0 B E VIR & B R H & 2§ 5 SHRSP
Tk, SRR GAC X 0 AR S, I R 25 i
OB D F W 2 U 255860 S 7z AR F8AE % O SHRSP Tl
BARREII B 542 X 0 SETs sl & e, BZEHEIR & 5 &
D EWNILE SN Fz230,

19. B SICEAY 2 EERAER
—HRE9&FE £ VXL &~ (Irbesartan)
1bZ4% : 2-Butyl-3-{[2"- (1H-tetrazol-5-yl) biphenyl-4-yl]
methyl}-1,3-diazaspiro[4.4]non-1-en-4-one
LSRN
) N=N

/A
w A
N O
N{L\;
CH; O
BFR ¢ CosHasNeO
DFE : 428.53

M R ARARIABOKEEORERTDH S,
ASEEERE (100) ISR 3K, A8 = VITRRET
12 27 7= (99.5)IHE I L, KicizE A
EHT RV,
ENTIESTITE S Lo X oR (N

22, A

(A IVXHYIL 2> ODEESOmg[ 4 —/\F ])
(PTP)100$¢ (10$E x 10)

(4 ILXHIL 5 > ODER100mg[ + — /T ])
(PTP) 1008 (1082 x 10)

(A VXYL 42 > ODEE200mg[ 4 —/\F 1)
(PTP) 1008 (108 x 10)

23. EEXWk

1) PSRBT« HPERIBE A4, 2017 ;5 47 © 1353-1355

2) BERERMiIT A ¢ BEVE B E AR AR A MR, 2021 5 29 : 49-
54

3) MEHER A B BT B AP 53k (7N 7 1 g
16HARR. HiEEAS2.7.2.2, 2.7.6.3)

4) fEFE N T o KAERE G- (50mg) (787 1
16 HK. HEEERE2.7.6.3)

5) HERE N T O A 5357 (100mg) (7787 1§
16HAR. HiEEAME2.7.6.3)

6) ARREVE @M EAE R B BB R (7T N T o
201843 H29H . TEARAT 5 )

7) KEFIBI A - BRREESE, 2018 5 34(4) : 245-272

8) HBARAHR(T /N7 08t : 2008454 7 16 HAKZHE, HIFS LR
2.7.2.2)

9 v MFIZ O Y —2%H7BILRHEIEB 5CYP2CINEY
(7N 7uagE: 20084E4H 16 H K. H G5 & R HEE
2.6.5.10)

10) Z vz a YEEREOFE (TN 7 agE © 20084E4 716 H #KGE,
BB REE2.6.5.10)

1) e MiFI 70y — 22 HWACYPHEOKRE (TN 7 adt :
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