2023F10HET (B51MR)

B - BIRRE
BN - 34

BAEEE R =
87449
RS AR7eBRA
22900AMX00347000 2017%F 6 A

O« 3 MY IVSEHERA
SREXZmEARES

grzrs €/ TIVARAMF MNUD LEER
T T IV A Mk 4mg UG

Montelukast Fine Granules

2. B2 (ROBEICEFERSLEWVNI L)

AREIDRGT I UBBREDEHEE D & 2 BE
3. #HRE - R
3.1 #8mk

B firet e

HB EYFARANFR | _ .
EVFAAR R UvL 416mg Ej;;;)};;}tnf;“i
Mk 4mg [JGl | (E¥FAAhAbELT |22 S
4mg) TTI VBT
3.2 AIDMRK
. e FEaT

B & - Al e
ELFAHAR .
@i 4mg 11G) B @Mkl JG G29

4. MEEX SR

REXHE

6. HERUHAE
BH. 1ML 6 BRBO/NRITIZEYFILA A M E LT 4mg
(KA1 A) 21 H 1 ERERNREORET 5,
7. BERUHBEICEET 2FE
7.1 AE., Fp. ERFICL2HERFEZET. 2BZRATS
Z&,
7.2 6 M EO/NRIZRHLTIE. EVFAHANF 27 TIVEE
Smg % 1 H 1 ES®ERICEET ST L, [9.7.1 2E]

8. EEREXRNER

8.1 KA. MEOE[EIEA D TR, MENRIFICaY b
—LENTVAEATHRE L TRAT LS, B, R#EE
RIFZFNIRDOEHENHEICFTHRALTBL &,

8.2 AANIKEZIER. A 704 FRIZSEEZD, $TICES
STWVWAIGEFKELZERT H2EFTIIZVDOT, 2O LR
H. REEEZ RO BZEY 2 HICH2HBE L TH<
WERDH 5.

8.3 AHIZ#EH, K¥EEL2AZBEIF. TEXIERHD S VI
2704 REIZEET 20ENDH 5,

8.4 KAWL ICLD ZATuA NiEREZFE LE-BE T, K4l
O¥EEHIET BEEIL. FEEBHEROBZINGH 5D TER
TBHI &,

8.5 Al & DEREBZRIZES A TIEZ WA, 5O, BRSE.
AR URENTH 2 ETBEERSFESNTVWEOT, B
FHOREZ+DICBET S L, [15.1 ]

8.6 AHlZ&HTA I MY I UiEHANE R ICIFRR R 2 ME
KERFEEROMBERZE L EORENHSH. N5 DIE
i, BBORBEOAT0 A NEIOREE - FIERICELC TV 5,
AEMERRIE, BICFRIREOER R LN, R 5
#, R, MOBEXSEOMERERIEET 52 &,

8.7 AEFREIC X D RENED SNZ VBT, BREEHIC
DIDEELZVWEDITFERT B &

8.8 NETII—MRICEBRERZFKA2BNINEZDT, KAIDOH
BIZBLTIE. REESZIIH L. BEOREZ+SICEEL.

BEENPRD SNIHEITIZHEPL IO EIGEISERE T 2 FDHY)
BHNEETHEDIEREEX DT &,

9. JEDERZFTIIEBICHT R EE

9.1 &HIE - IFEEDH D EE

9.1.1 REARF0O4 REEZEZIITVLSESE
AEEEICED 2T 041 ROBEZ I » 2553 +02EET
THRZIITH T &

.5 Him
IR SUIERE L T W AR O H 5wt icid, BB LOFERRME
MleEtEs EE 2 EHIF SN 2IEHICORRET S &, B
OHRBZICBWT, HIRFICKAIZIRA L2 EE» S HAE L
FERICERENRESE AN EOREN DS, INE5D
ERDIZE A CIXITRY . holERBEEG AL TV, K
Al NS DERORREBRIIASRLICSN TV,

9.6 IILIF
BEEOBEREROEARBEOEREZZE L., A OMKEY
FHIEERE T A2 L. BYER (v N THITHAOBIT
MHRESIN TS,

9.7 INR

9.7.1 6 U LEDINE
(7.2 2]

9.7.2 RH&EHFER. &R, 1 FREDIR
ERNICBWT RHEERER, FrER, 1 ROz TR E
U 7R REBR I SEE L Tz,

10. #HE{ER

AENE. E& UTEMNBIBESRET 20 —2L4 P450 (CYP) 3A4
TR#SN B, [16.4 BHE]

10.2 HEEFR (HAICEETZ L)

HHZ% ERAER - HEE A% W - fEEET
T I)NLEY—)L AHAOEERPEIFTT 2|7 = /) NLEY =LA
[16.7.1 %] BENDH 5. CYP3A4 %#3FE L. K&

AlORBARES N2,

11. BWER

ROBWERNH6ONBEIENHHDT, BELZHDITTV.
BEDPRD SN ICIEIHRE 2 HIET 274 #7508 21T
HT &,
1.1 EXGEIER
MNAN PFIT45FY— (BEEARH)
11.1.2 MEZE GHETEH)
11.1.3 BIERFR. FFA. FrEEEE,. &E (VLI LHEERR)
11.1.4 hEMHRFIFFERAE (Toxic Epidermal Necrolysis :
TEN). RZEFGBRERTEIRBE (Stevens-Johnson EREF). 2
BT (W B EEER)
11.1.5 MUIVRIRIAS (SEREEARER)

WEERE LT, 8B, BN, AHIMEOHILER?H 5
ONBIEDNDH B,
11.2 ZOthDEIHER

0.1~ 5% A
. s 758, BE. FHO
BBE TP EeERR




0.1~ 5%

SR

FERRER

CEU N il

HE GREE. BEA
7, RE, AR, OE.
HFEL, BEEY (LY
FOE NG A
HERE, KR RN
BT, ZEEE., EA
=, EEER

I 25

il F BR BRI 20

HLEHR

TR RERE. BB
MBS B0 15 | M (A

HIEARR. ORN%

i

FFHERER A . AST £
ALT EF. AI-P E&.
v-GTP L&, UL
vy bR

Wi A%

HmEZESTHE. M
By

Z DAt

8. FRIGI, MR, R
HE EIE R B0
FRECSEDD, JREB. bV

HiM AR (B, 5551
EINECNE =N 7N
FEE B R B

77Uty FEA EEN V7K

¥) BIER SR, $EA. F 27 7VEEA]. MAE T o BN R R
DREREZAEDETCHEE L,

14. BRALDEER

14.1 BRIRAIFOER

14.1.1 BHNZ. BEOBFEICHPPDETRETE %,

14.1.2 REIROICEBEANS D 2 —2 | FEEOESIPVE
) (RIELLR) CIRBETCRATAZENTES, AT —
1# (#95mL) OFB I LY IIFA (BELUTF) SRER
HAdTH5EHTES, REIRARIIKZ EDOSRAY 2 EELL T
H X,

14.1.3 KENZRICARLETH 510, IRADOEMHPTE S ETH
9, FEEESIC (1I59MAI) RAT2ZE, X510
aY. ARILIXEEACEELESL. MEETICESIC
(15 9BIMIC) RT3 Z &,

14.1.4 FHIRIHICALRETH B0, BOALRNI &

15. ZOMDFE

15.1 ERIRERICE D B
7T RRHIBEE R B 41 3B 2 R RIS MR 217 - 72 F 58,
KA SEE 0,920 filrh 1 FlICBVWTHBRREARD 5NI-DIC
LT, T REE7,730FlicBWTHBZEIZZRO SN2,
> 720,
F 7z, T AR 46 5B E HRICHK AT 21T 72
R TEELICEET 2ER (RIR. BRIRIES) . KAl
BER 11,673 I 319 6 (2.73%). 75 A8 8,827 fHlrh
200 f5l (2.27%) IZBWTED SN, FHEENEEEZIT
BHOENE,-722, [8.5 ]

16. Z4NEHEE

16.1 MPRE

16.1.1 B@ERS

(1) 6 » AL 2 ERE/NEKELMEBEEICE Y 7)LA A MKH 4mg
FEEREEREORS L&, 5802 BEICRES Mg EE
(Crmax) CEZE Uz, MEEAFEE - BRHE FNER (AUC) OB
(95%BEREXR) 13, BERAICEYTFLHANTZ A VLT —F 4 ¥ T8
10mg® 2HE5 Lz & ZIH LT 6 » AN L 2 A NISESHER
FETIE1.26 (1.02,1.54), 6 » AL 1 AW NIKESTHMERET
1£1.35(0.97,1.87). | B/hNEKEXMEBRE TIE 1.18 (0.97, 1.44)
THoto (£1) I WEAT—%).

£1 6 » AL 2R NISELZREREICE Y TILA R MEKIA]
Amg % ZEIERHEERE OB SROENFHE/ ST A -
AUCpop DF
FWE)RE AUCpop Crax Tmax ti2 Bt
8T A—=% |(ng-hr/mL)| (ng/mL) (hr) (hr) (95%({54EX
)
6”1;“1 2470, 583.5 2.07 3.24 1.35
e ; (391.6, (1.43, (2.44, (0.97,
5Eﬁ%@fgﬁ§%§ [499.31 | 775 %) 2.71) 4.05) 1.87)
n=12)
470.1 2.34 3.48 1.18
! ﬁft pf‘f‘% [3201329 '53] (380.4, (2.02, (3.03, (0.97,
= : 559.7) 2.66) 3.93) 1.44)

”ié“z 3266 514.4 2.24 3.39 1.26
L2 : (425.2, (1.95, (2.98, (1.02,
1=}
RENERE) [250.00 | g3 2.53) 3.80) 1.54)
(n=26)
BT | 25690 279.0 3.39 4.00
1) | Leso | 2218 (2.9, (3.73, -
: 336.3) 3.82) 4.45)

AUChpop : RHEEHIZEMBNERITIRIC & HHEEE [FRERE] Coaxy Tmaxs 2 1 M
HMBRERATEIC KD HEME (OSWEBXMH) (BEEAIESTILAA LT 4LLD
—7 4 ¥ 7% 10mg ZERBERE R EROT—5)

(2) 2@ e BmAMNESELHMEBEICESTUAANF 27 TIVEE
4mg % ZEIEREBERE RS U7z & & 54550 2 BEIC Cnax ICEEL
Too MEEERIA (EXTUHAANT 4 VA T—F 4 > 78 10mgD 22pE k%
5) 1ot 2/ NERELHEERE D AUC A (90%EHXM) 1
1.05 (0.90, 1.22) THo7 (F£2) Y9 HEAT—%),

£2 2R EORKRBNERELHEREICESTLVAANF 2T TN
$E Amg % EERHEERE OSSR OEY BRI ST X —¥

AUCpop OF
B RE AUCpop Cmax Tmax ti2 5] d
/87 A—=% |(ng-hr/mL)| (ng/mL) (hr) (hr) (95%({FHEX
&)
6 nALE2 1.05
% 2721 471 2.07 3.17 (0'90
ESCANAEE [164] [65] [0.30] [0.20] oy
_ 1.22)
(n=15)
TR 2595 284 3.36 4.09 -~
(n=16) [165] [54] [0.60] [0.09]

RHEFEMBERITERIC L S HEE EERE] (BREBAREYTLARALT7 1 LA
a—F ¢ ¥ 75 10mg ZEER B O 58D T — %)

16.1.2 RigiS5

(1) BREA SHBED 1 RLLE 6 AR NEREXMEREICEY T VA
A MERIA] 4mg & 1 H 1 [\ 4 BEZEOHEG LBOE Y TIVH A M il
SEREE (1 BEH- D54 1.0~2.1 BilEld 501d 12.0~20.9 B
D1EE) 3. BEBACEYTFVAANT A VLT—T 1 ¥ T8
10mg® & 2 & 9 Bl E 14 Rk N RELHEREICE Y TUH A
b F 27 TIUEE Smgh) ZREOHG U7z & & 0P MR R~
AAELIDY,

(2) BEED S PEHRED 9L L 14 BRI NERELMEEHEICEY T
HANF 2T TNEESmgH 2 | B 1[E7 HEABRREZO®RS L&
. I HEEHESH 31 BE. 7HEIZERER 4.3 BEEIC Cnex
(630ng/mL KU 628ng/mL) 12 L. HEEREH (1) nThbs
K ZABMTH-o7, | HEKRO 7 HEH® AUCo2anr IZZNZE 1
4170ng - hr/mL %' 4910ng - hr/mL Tdh - 7z MEEFICES TILA A
MIEEAEER LRV EDRBEENTY,

16.1.3 E£YFHIEIS AR
EV TS A MK 4mg [JG] &+ 7L Z#k 4mg 2. 70 AF—N
—FckvEnzn 18 (EXFAAARELT 4mg) BERABMEIC
MEBEREORSG UC PR LAEE A RIE U, 155 - g3
F A =% (AUC. Cmax) 22T 90%BEHEXENEIC THEMHEIT 21T 7
i3, log (0.80) ~log (1.25) OHENTH V. WAIDLENFHIFRSE
HEPRER SN0,

(ng/mL)

350

300

—-o— EVT A A MK 4mg ]G]
—o— F 7L Affikidmg
Mean+S.D., n=20

AT NF S S
— — ) N
S o S o
S < S o

T

w
o

B5% O (hr)
EMBREI ST A5

HENRT A =% BENTA—F
AUCo-24 Chnax Trmax Ti2
(ng - hr/mL) (ng/mL) (hr) (hr)




EVTIAA R

+ + + +
i ame (1o | 17162369 |259.18%35.07|  1.6+0.3 5.540.8
jmsz*m*“ 18414403 |267.23+41.38| 1.740.6 5.440.8

(Mean+S.D., n=20)

MEEFEEILOIC AUC, Cnax ZED/85 X — 4 13, #HEE ORR, AEO
PRENEIE - B S ORBEHIC L > TEL DA HRENH 5.

16.2 DRUX

16.2.1 BEDOKE

(1) BEERAICEY T AR MERA 4mg 2 &% (&) BERORS L
fo& &, ZEERHC A CRE P EETERE (Tna) (FH) 3 1.6
B A 5 5.0 BFRICZER L. Cmax ( qzi,:j) = 2516ng/mL » 5
154.2ng/mL iZ 39%E4> L7z. AUCo-~ (F19) 1322880 1449, 1ng -
hr/mL & U8 1444.9ng - hr/mL. ti2 (F9) 132200 5.1 BRIR O
Bk 4.8 TH -7V,

(2) BERRAICE Y TIVH A MBRIA 4mg 2 7 v LY — A &I HERE
A5 L7z e & BTN A MRFIBEIEE SR AT Tmax (FH)
13 2.1 BRI S 3.4 BERIICERE L7z, BMEESEEUT v SV — 24t
R 58D Cnax (F#9) 13Z N2 198.8ng/mL & U 182.8ng/mL.
AUCo- (F#9) 1% 1223.1ng - hr/mL % 0* 1225.7ng - hr/mL T >
7 (HEAT—%),

16.3 16

16.3.1 EEBEEX
EVTILHAMOE MIEEHEDFEERIZ99.6%TH o7z, EVTIL
AAMIEENZBEOT LT I VR a-BEEEEAEOWAIZ 99%
PUE#EE L7 (in vitro)

16.4 X385
t MIBTBZEYTILAZ M OFEZRHMIIRIE X T IVEDKEERIAEK
URVINMIRAF L BEOKBETH 57z T SRBEWOLERICIE
zhzhF ~ 7 a—L4P450 (CYP) 03 FRETH S CYP2C8/2C9 KU
A4 DS LTED. CYP2C8 AEVFILAA FOEER#BEETH -
720 [10. ]

I A FIVEDKBILEIE LAV BEE TRIEMRBZZT 52
EPRERENT WS, [n vitro BRI & DIBERE O MEEFBE TIE, £
F 71 A ME CYP3A4, 2C9. 1A2, 2A6. 2C19 X% 2D6 #HEL %
WZ EMRENZI60,

F7z. nvitroRBEICEDEYFILAA ME CYP2C8 ZBET B2 &
IRENTZH, In vivo IZBWTIZE Y TILAH A MIEIC CYP2CS TR
ENAHRENBEEITHA O T &V Y & OEREYHE B ERRE .
CYP2C8 ZIHE L2\ EARENTD (EANT—4F). Lizh-> T,
EVFILAA ML CYP2C8 TREENHHH] (V$7 FFEL%E) OR
OB RITS R VEEI OGNS,

16.5 Pttt

16.5.1 BEFERLAICE Y T H A b H 7 IVE 400mg™ 2 BEEO#% 5 L
o & ERFUCKEB B S W2 57218,

16.5.2 R AICYCIER#E > T IIL A A b 72 ILE 102mg™) % Bi[al#E
A5 L% 5 B0, #HRORPRETRETHERIE 2 h 208 86% K%
G 0.1%TH 719 FEAT—%).

16.6 HEDERZHIDEE

16.6.1 FTHEREISEERE
BREDLHEEDOEREDH HMANELEREICESTFLHA LT
AV LT—TF 4 ¥ 7 10mg®) 2 BEROHKE Liz& &, AUCo- (P
1) ISR S AT 41%88M L. tie (F15) 13 4.7 BEH»5 8.6
RREICERE LD JEAT—%),

16.7 EYMEEER

16.7.1 7T/ NILEI—IL
RIS = /N LES —)L 100mg (14 BREIRIE) ZREO#S5 Lz &
ELEVTUARANT 4 VLT—T 1 > 75 10mg) (BE) 2EO%S
ICEDPHT A EEYTUAA MDD AUCo-ld ) 40%35E A L7z (44E
AT —=%), [10.2 ]

16.7.2 FAT4UY
BERAICEY TLHA AT LEIEZERE (200mg® % 1 H 1 [E6
BAREREH 2 VG 1 H3E S HERE) TRAOKSEL, 7474V YD
EO®S (250mg BE) &2 WIEEIRNES (Smg/kg BE) 2 /AL
fol & MEEFRTAT 4 ) VIBEORTPRDSNIZA, TV T LA
T4 LT—=F ¢ ¥ 78 10mg® (10 HREIRE) OORE5ET 47 1
1) > 5mg/kg (B[E]) O#IRNBZSOHRATCIIMEFT 47 ) VEED
RO 5N n - 722 (HEAT—%),

16.7.3 U RZVY, JLvRZvVOY
R AICE Y T ILA A N1 FEVE 200mg™ (6 BRIRE) & 7L R
—V>20mg (BE) 2@OK%SICLVHELEZEE, FLRZV YD
AUCoo 7Tt REEE B L CERICE N L . Eio, BERAICEY
FIH A b HTEIVE 200mg® (6 BBKE) &7V F=vnr 20mg
(B[E]) ZEIRABSICEOHALLZEE, LRV Y RUTL RZY
Oy OEMFEILNTNLEEEZZ T o728 GHEAT—%).

16.7.4 BOBERE (TFIVIAMSYA—IL35ug//IVIFY ROV

1mg)
B AICE YT A b H 7FELE 100mg® (8 HEIRAE) & REC8
T (TF VI ANTVF =NV 35ug// LITF > Far Ilmg B[E)
EROBSICEOFALLEE ZF VIR NI V- VRU LI TF
Y RU Y OEYEEIEINTNLHELZT 25722 NEAT—%),

16.7.5 YAF¥v
BERAICEYTILHANT 4 VAT —F 1 > 78 10mgt) (7 HREIK
H/) £YITFT 2 0.5mg (HE) #ROKBGICEOMHALLEE, 7E
RISHED T v OFEMBRIHLEELZ T L2722 GHEAT—%),

16.7.6 JILT7UY
BERAICEYTILHANT 4 VAT —F 4 > 78 10mgt) (7 HREIK
/) TN 7 7 ) 30mg (BE) 2EOKSICIOMALEZEE, 7L
77 Y OMBEFREYBEIRELZ T e P o7, $/.Futore
VEEANDOEEL 25720 (NEAT—%),

W) ARShARROMEE. 1RLE 6 BRBO/NRIC 1 E 4mg TH 5.

17. BERRANAE

17.1 BHMUERUREMEICET DHER

17.1.1 ERNREHRSHER

Ll E 6 mARmO/NERELZMEBEICE Y TN A MEKA] 4mg %
1H1E8EBESL-ENERKBOMKRITROEBY TH-

7=7.8)

x 1EDE 6 okl NARE B BE 2R E L

| P B R B O B R 1 A
Bz - .
HE (=) 458 i
NFEFEEIE 7.98+9.26 -4.03£8.18% -5.49+8.09*
(1=1,72 i) (66) (65) (65)
HE0E% 19.98+12.91 -6.81+11.91% -8.54+13.21%
(151,72 3) (66) (65) (65)
R 58.28+42.42 -4.17+26.49 -11.80+17.93%
(5272 38) (66) (65) (65)
THEEEREE, ()%

NFEPEERL : BOIGIED H 0 . BOLIERIFRZES C &b b HEEROEE
RS TR OMBERIRI A SR L S

T R=251 v Po0E(E

F: p<0.00] (BZHEOLE 1 HARtHE)

BIVEFAZIERIT 1.4% (1/72 . EEE) THD. BRBEEBEORE
EENI D57z,

18. EMFIE

18.1 {EAER

EVFILAAMI, YATFAZuALa YTy Y471 ZEKE
(CysLT1 ZAMK) ICBRIRWICHEA L. REERATAIT—9—Thb
LTD4 % LTE4 12 X 2/REAEZHMER (KEZIME,. MEFE®EDTT
. ROKESIMER) 20519 5. COERKFICESE, £V F LA
A MIFMEEMERE LT, MEEEOE LY ORT2ET 57,

18.2 LT SBXEHER (ZEHBEHR)

FZRMEESRE (BT Y MEMRE. U937 fMifafEk o* THP-1 fifa
) T, LTDs OZEMAEEEZRAICHEE L. 2OERIMBRDICES
HE2FZF %720 LTCa KU LTBs IC0 5 Z AT ERIZHE
5728,

18.3 [NEZINFBIMFIER (HHiEesR OEaER)

ELEY MEHKEBICBU S LTDs OIEZ B SICHE L. /2.
ELEY PROY AFNIIBWT LTDs FREEZIHERIG I LT
NP ORHENGHEEFERZEZRLE. —H. EXTILH A ML, LTCq
(LTCa DRI ZIEE L MT) IC& 2 MEEGOIGHE 2 HE LD >
Joo FToy BLEY FEHWEEAY IV, PIFRUE vk bR
U7 F L) VHEROKELIEZIZEALHE L2 2729,

18.4 MFEFRIC &K DR ESZINHEMHIER

BAELI2ARRGE T v b EILEY FROY AFLORFEFRKICE SR
B R G % BRI S R O O %5 THE L7225t o R B
2BV, FURREIC & 5 ERR R BRI S E LI E T2 75%.
57%3MH L 722,

18.5 BN RN OBRESEZIRRIGICH T SINEIER

AR ) 2L OFREFIC & 2 ERE R OB RS E e S % F 0
5 TMHIL 722,

18.6 7F 74 SFV—yavIIxs HIEIHER

BIEELEY NOIIT LT IVICEATF745Fy—av a2 idn
FLZAmE] L 7230,

18.7 Bht&BEDTIEIER

BNED SR EEOBHSELMEBREICBVL T, 1| WERURANKTE
ERE LY,

18.8 IFBREKICXI T B3R

BNED 6 PEEOBHSELMEBE IIB W T BRP OBk ERE 7
T RICHRTERIE TS Bz, FRICBANEBEICEBIT 5 RMIM
FEABRHE R ARICE T S H727303),

19. BRSICET SRR

—f% : EXFTUAA T MY UL (Montelukast Sodium)

{bZ#4 : Monosodium({1-[({(1 ®)-1-{3-[(1 £)-2-(7-chloroquinolin-2-
yl)ethenyl]phenyl}-3-[2-(2-hydroxypropan-2-
yl)phenyl]propyl}sulfanyl)methyl]cyclopropyljacetate
C3sH3sCINNaOsS
608.17
HE~MEHEOHRTH S,

A5 )= VROLY ) =)L (99.5) ITEBHTHEIFRT <, KIiC
BRI,

FFR
TFE:
"R



g% TH 5,

KK > THEICEILT S,
EESEIRDOENS,
#iE

0. 9%
28 [0.5g (&) x28 @]
1408 [0.5g (/) x 140 4]

23. =M

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)

Philip, G. et al. :]J. Allergy Clin. Immunol. 2009;124:691-696
Philip, G. et al. :J. Allergy Clin. Immunol. 2009; 124:699-706
Migoya, E. et al. : J. Clin. Pharmacol. 2004 ; 44 : 487-494

6 » AL 2 RS RBEESHE (20 7L 7R 7L M
f: 2007 7 A 31 HARR, FEHES)

Knorr, B. et al. : J. Clin. Pharmacol. 2001 ; 41 : 612-619

2 PR 6 R/ NRBER SHRE (2 7L 7R F 7L AM
Hi 22007 7 A 31 HA&ARR. HFERMEE 2.7.2.2.1.5)

HEEE  fth : EEREEE 2005 5 2 1 1019-1029

L RELE 6 SR/ NE RIS GHE (20 7L 7HkL 7L 28
fi: 2007 £ 7 A 31 HA&RR, HFHEERMIE 2.7.6.3)

SFETRA  fth  BRERESE 2001 5 17 £ 597-608

HENER YRS R

EVTNA A MERA] 4mg OBRFOHE (S v 7L 7MKL F T LA
MRL 0 2007 £ 7 A 31 HAR, HFEERMIE 2.7.1.2)

BABAR (VY IVT8/ FaT7 TR/ T VAR FaT7 7
$E 1 2001 £ 6 A 20 HARR, FEHESE)

Filppula, A.M. et al. : Drug Metab. Dispos. 2011;39:904-911
Karonen, T. et al. : Br. J. Clin. Pharmacol. 2012 ; 73 :257-267
Karonen, T. et al. : Clin. Pharmacol. Ther. 2010;88:223-230
Chiba, M. et al. : Drug Metab. Dispos. 1997 ; 25 : 1022-1031
Friedman, E. et al. : Clin. Pharmacol. Ther. 2006 ; 79 : 72
KPEBASL i : BRPREESE 2001 ; 17 : 443-470

Balani, S.K. et al. : Drug Metab. Dispos. 1997;25:1282-1287
FIEEREBE ICBI 25 (Y7L 78/ FaT77VEE/ F7L
R§E/F 27 TIEE 2001 F 6 A 20 HAFE. HEERMIE ~.3.
(4))

Holland, S. et al. : Clin. Pharmacol. Ther. 1998 ; 63 : 231
Malmstrom, K. et al. : Am. J. Ther. 1998 ; 5: 189-195
BYIRMEEER (Y 7V 78/ FaT7 T/ T T VRE/F 27
7I)VEE 1 2001 £ 6 A 20 HAR. HFEEME ~.3. (5))
Schwartz, J. et al. : Clin. Pharmacol. Ther. 1997 ; 61 : 162
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