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3. #BRK - MR
3.1 Rk
i, BT NH A ME BT NH A ME
e 5mg KM 10mg TKMJ
BNy AAERS ®TAHARF R DA
AR, fifdErn—2 B Rexv et
trm—A JaABNAr—RAF N T A
ANl ATFT VU~ IRV A BT aAn—R &
fbF& o, = bk, sE = ek, )
=17
3.2 HE DMK
Wis s, EFUT A B EFUT VA B
Aot Bmg TKM] 10mg KM
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’ b VIEE - AWK VIEE - 1A WK
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B #3103mg #205mg
kA= — K KM-11 KM-12
4. ThREX [EZh R
OREBEXmMR

O7 LIL¥X—fEa#k

b. AERUVAZE

(REXmE)

WL, AT T AL A R E L TCl0mgZ 1 B 1EEEERTICH D
BT 5,

(FLILX—ES2 %)

WE. RAIZIZEYT AN A RE LTE~10mg% 1 H1EREERTIC
ROk53 5,

1. AERVAEICEET 53R
(EhEEFE)

1.1 & I B R OV L —M i g 26 0F LAA 2 <8 300 R
DIRFDOT-DIZTHWDHABFITIE, T TAIARELT
10mg% 1 H1IEIBERNCRAKET 2 2 &,

1.2 FFNABANT 4V Aa—TF 4V TEEIXEL TN A
FaT7 TNEEEEMTIICRAETR, EVTADANF 2T
TNEETE L TNAHANT 4T —F 4 U 7EEE g LT
AFTTRATEYT A BENTZD, EVTNAVATARNT 4 LA
aO—F 4 T EEbmg L BT AN A NF 2T T EESmgE FRE
B LN &,

(REXmE)

1.3 6Ll Eoo/NRIZk L TlE, BTV A M F 27 7 /L EEBng
FlREBETCES T 52 L, [9.7. 152H]

1.4 1Ll E6rkRi o/NNRICx LTk, T2 708 A Milthidmg
Z1R1EBENCR G52 L, [9.7. 25 1]

. EELEARKEE
(ZhaEFaE)

8.1 ARAIBHIZE Y AT 0 A FHeRFFREZEE LIS EHE T, KK
ORHZPRIET 2551, FIEEFROBENYH DO THER
T5HZ L&,

8.2 AHI & ORERRITIH L A TITRWA, 5o, HESE.
HE L W ETE 2 & Mk N s ST b 0T, &
FOWREE+SIBIET D2 L, [16. 1]

8.3 AR EEDTA 2 N Y = FEFUAINE R AR BRI 2% i
RPN FNEIEROMEREZE L EORERH D, D ODIE
Wik, BBORBRO AT a2 A FAIOREE - FIERIZA T T
%o ARHMEMRRL, FRICHBRERI O HERS K OV L DL, DU
71, FEEA. BAEIR . MioRMEEOMERERICERT D2
L,

8.4 AHIBEHIZE VHENRBO SRR VHAICIT, B EEHIC
DI EGLRNEIICEETDH &

(REXmR)

8.5 AFNT., WEOEAHITAY TR, WEANRLFIZT S b
02— INTWAEFATHKE L TURAT 2 X5, BFIC+H
ML TEL 2,

8.6 AANTRE XHIEEA, AT oA FRIZSERARY, T
Z o TV A EBIIEEZFEMT 2 A TIEARVDOT, ZDZ LiX

BFEICTOHA L TR LENRD D,
AR R REEEZ TSI,
AT uA N5 08 H 5,

L. B EDEREETHREBICHT IR
9.1 AHHE - MEESEDOHIBE
9.1.1 RMRXTO4 FERZEZRITTWSEE
AFFEGIZL Y 2T A ROBREIPIHEEFTHOREHT
THRAIITH Z &,
9.5 1F4%
TR SUTIRIRE L TV D FTREMED & 5 & PEIC IR, 1R LA S
Nfattz EED LW S BAICoRr 5T 5 &, Ak
DOTIRZICEB N T, EREPICAAFIZRA L2 BE NS HAE L
FAEVICERENEFER AN EORERH D, b
IR OIE & Ao EITERETD . o BIBRIE SR LTz, &
Hl& 2 b OFRRORFEREHRIZI SN STV,
9.6 =5L4%
BIR L OB ISR ORI R OB IS B L, I oMk X
FEHIEERFT 2 2L, BER (T > b)) THHF~OBAT
DEHEI TN D,
9.7 INRE
(REXmR)
9.7.1 6L LED/INR
[7. 3]
9.7.2 1mULEbEERFTD/NR
[7. 45 M]
9.7. BHEKER. HFER. IRKRFEORR
ENIZBW T, KHARER, HAER, USRBOILEZ $45
& L7 RRPRARBR T M L T,
(FLLX—1ERS)
9. 7.4 ERNIZE T, /NS Z R E LT EERARBRIT SN L T
72U,

B SIRIRA 8 D i



10. HHE{EH

AFNL, F& L TEDRBIBESRT 7 7 —AP450 (CYP) 3M4T
R#gtshs, [16.458]

10.2 BERER (BFRICERTH L)

A4 % B PRAE R - F & 7 1% R - fERRIN T
T )NV E | KREIOERABETE TS| 7=/ 2L EZ— LR
2 —) BEINRH B, CYP3AAZFHE L, AHA
[16.7.1% ORFPRES LD,
]
11. BIERA

WORWER RS bbb Z ENHDHDT, BEEZ+HI2ITV,
HENEO N LG EITIT G 2P 13 5 7 S ) 72 g 24T
T &,

1.1 EXAEIER

A PH745F%2— (BEEARD)

11.1.2 MERE GEEZARH)

11.1.3 BUERF 2. . FHHEES. #EF (WIThoEER
E2))

11.1. 4 chEMRFIEFTRAE (Toxic Epidermal Necrolysis:
TEN). REILIEERAEERE (Stevens-JohnsonfEIRE). SMHIEE
(W30S HEARH)

1.1.5 mhRiEA (BEREAI)
MR & LT, SR8, S, Ao Hifn @ s S
bbbz ERH D,

1.7 ZOtDEIER

0. 1~B%A BEAD]
W EOE B O, FHRB. AT
AR BRI
i 1 ek R | TR, fBAR BB Gk, R
E g, ORIR, L%,
WEV, RERE (LU
ENEC NS N
WHE, R Ak, B
BT, EEE. £A
%, AR
I i AF R ER HE 2
HidR | T MR, B ORPUR. | HIERE. nigk
WaA. HsCur, MR,
Fik
JFF e P RE B . AST B3,
ALT LS. AI-PLF. y-
GTP L&, vV e
L5
R i A o e, BRI
T
ot P8, SR, MR, BR | HimEm (G, SKEE
B, I, R, A %), A B BUR,
BRECHEM, REH, bU B, B . M
7U%Y R ES . BR

W) RWEROBEE X, §ERl. F =27 7V EEHl MR COEN
FRARTRBRORE R & THIE L,

14 EREDZEE

14,1 FFIZMHBOEE

4. 1.1 BEOFEZ» DL PHRETE S,

14.1.2 PTPREEDFANIPTP Y — OBV L CARAT D L 5
FREST 52, PTPY— FORRIZE Y, #OSLAE Bk
JE~HIA L, BITIEZEILE B 2 L CHERG IR 55 o B 72 A OHE
BT ENH D,

15. ZDDEE
15. 1 BEEREERAICE D < 158
7T & Rk BRI BB 4 1R BR & i BT ARAT 2 AT o T2
AF % 5-RE9, 92961 1B I\ T AR EE I FRD SN DIT %t
LT, 77 BARRET, 180FIZB VT HZRSIEBIZRD S hno
=2, i, 77 wAR R BRA6EER & RIS AT &
fTole iR, TBNEMLICEIE 3 5 H 5 (RIR, B HRRMESE)
M, ARFEGRELL 67361131941 (2. 73%) . 77 B REES, 82741
120041 (2. 27%) IZBWTERD BN, MEFNRAEZEIX
O LN NhoT=Y, [8. 28]

16. B RE

16. 1 mMAARE

16. 1.1 BEEEE
BEFRASHINCE TN AN T 4V —T 4 T EE1Ong %
ZENERFICHEREIRR O Lz L &, BTV A bR E
I 53, ORI R I B (Cnax) 526ng/mLICHE L, T 000
(ti/2) 4. 6HFEITWHA Lz (16-1), Crax S ONIILAE i B —PF
R T A (AUCo-o) 1F2~50mg™™) o i [ T4 512 He il L
THER L7z (F16-1) 9,
1000

+

10mg
n=8 : Y L AT

MAEFE A (ng/mL)

0 0 A‘x 8 12 1‘6 20 zﬁ
E#f (hr)
X16-1 ERRAICBITDIEVTAHARNT 4T —T 4

7 §iE10mgitt 1 e 5-1% 0 i 4 hiR FEHER

F16-1 MERERANICEIT 2 EYBIRE ST X —4
&h& Thax Cnax t1/2 AUCp-co
(mg) (hr) (ng/mL) (hr) (ng + hr/mL)
2 2.8%£0.9 108+23. 1 4.34%+0.76 753242
10 3.9£1.5 526+138 4.57%0.39 38401906
50 3.6%1.2| 2550E£1250 | 4.63%£0.41 191007910
16.1.2 Ri#E#HEE

BFEBRASFICE LTI AN 4 Vv bha—TF v 7 HE1Omg% 1
H 17 BRI ERO#EE L7z & & DChxdd1 B H 23580+ 136ng/
mL. 7H BA3660+124ng/mLCd - 722, #&57H B OAUC)-24n 1T
$e51H B DOAC- & —F L TE Y, #ifE51C L 2 ERMEER
D HNIehoT=Y,
16. 2 IRIR
16.2.1 BEOFE
EFERASBICE S T A NT 4V ha—T 4 JEE1Omg %
BTG L2 L&, ZEEFFZ N TAUC)- (33420 +598ng * hr/
mL7> 54240+1120ng » hr/mLIZ24%800 U 7=, e S v e BE 5
FEMER (Tnax) (ZEREME : 4.0 1. 1RGRT, &% : 4.4+ 1. 8IR)
KOtz (R8N ;4,310 58I, A% : 4. 300, 3505[H)
WIXZEN R Do 720,
16.2. 2 &Y ruFIAE

TR ISR 2 AW FIFIH R, 58~6T%Th 7= (FME
ANF—%) 9,
16.3 &
16.3.1 ZEEEEE

EUTAHA MO MUSEER L ORFBAHRITI. 6% TH o7,
EUTIHA MIEBENRBEOT VT I U RN o - BRVEREE
HEOMTIZ99%LL EfEA LTz (in vitro) 9,
16. 4 K35

t MZBITDHET VA A RO TEEAHDIIMEE X F LDk
(LR R R DL A F L D KBILIETH 72, Zh b
KRB OLERITIZTZENENT N7 v —LP450 (CYP) D4yl
T HCYP208/2C9 K TN3A473 B 5 LTI Y . CYP2C8NE T /b
B AN OEERFHESR TH -T2,

TGS A F LD AKFBAL AR IL A LR iR F TR LI &
ZNTDZENEREIN T WD, In vitro RBRIZ LV 1RO I
JERE X, BTV A MIECYP3A4, 2C9. 1A2. 2A6,
2019 1F2D6 2 FHE L RN Z EAREN-D~10 0 [10. ]
F7-. in vitroRBRICX W ELTIVH A MICYP2C8%F TRET 5
ZEDNIRENTED, in vivo lIZBWTIEE TV A MIFIZ
CYP2C8 TR SN D MREMRIEAICH L 7 U XY v LDl
RIEMAH HEAEARBR T, CYP2C8FFHE L2 WZ LN R ENT-

BEAF—%) W, LER-T, FUF A0 A MICYP2AST
RBENDES (X7 ) X X% ORJIEBE RIFS
WwWeEZLND,



16. 5 et

16. 5.1 @EEERAICE LT UH A kA 7 /LK400mg™) % H[al# O
Fe b Ui & & RPICRERIIRB SRR o 7Y,

16. 5. 2 f@ERERE AU UCEERLE T L B 2 b 7L #I102mgE) % H
B AP U725 B M o3P R ORISR R T
HKIB6% K N0, 1% T o7 FREAT—%) 12,

16.6 BFEDEREHITH8E

16.6. 1 FFifpeEE RS
ERE D O A ORFHSREREE O & D AT A REFICE T LH A
M7 a4 ba—F ¢ 7 EElOmgZ AR AF G Lz &, 4.0
FERI P4 1ZChax 313ng/mLIZEE L, ti/2 8. 6FFREICHAR L7, tield
HERHERR AN D4, TRERICHE R TEL 7220 | AUCo-132248. 7+
812. Ing * hr/mL»>53167. 2+1300. 5ng * hr/mLIZ41%E 0 L 7=
GHEANT —4) 13,

16.6. 2 SfhE
R E S (655 ~T35%) ICEVTFAHA RN 4 bha—TF 4
VU EEIOmg A AR Q%G L7 & &, 2. 8HERIHE 12 Chax 495ng/
mLIZEE L, ti/e 6. 6HFMICIEE L7z, Ml OAUC)- (3423.2
+1344. Tng « hr/mL) I XHEEEFE RN (205% ~487%) DAUCo-oo
(3624.0+1257.8ng « hr/mL) &L L THBEXEII RN
FHEANT—24) . 15,

16. 7 ZEMHEEEA

16.7.1 2z //8)LE42—)L
fEFERAIC T = /7L E X —)1100mg (14 H X)) 2o
Bl &, FEUFTABANT 4N La—T ¢ 7 HE1Ong (B
B Z2ROBEIZEIVHATLEET I A NDAUCH-IFH
0% Lz BFEAT—%) 19, [10. 28R]

16.7.2 742419
BRI E TN A A PR Z E &R (200mg’™ %21 H
LE6EMXEH AV ME1IH3ESHBXE) TROKS L, 74
74V rOBROEYS (250mgHE]) B 5V IFFEIRNE S (Bmg/
kghilal) ZPFH L7z & &, MEhT 47 4 U VREOK TR
DTN, FETIANHARNT 4 ba—TF ¢ 7 EElomg (10
AMXE) oRO&ES 747 ¢V »omg/kg (HE) OFFIRAN
BEOUHCIImMIEF T 47 0V VIREOELIZRD S
hote GHEANT—%) 17,

16.7.3 FLF=V>, FLFr=vynoyv
R AT TV A NI FRAAI200mg™ (6B E) &
T R=Y20mg (BiE) ZRO5ICI0EHALEZEE, 7
L R=Y Y DAUCo- N7 T AREE & LhlE U CTH RIS T L7223,
Rl —#BRE DF TV A NI 7R AFI200mg™H e 5/ Ot
BT TR, BEREYM TH DT L K=Y uroyH
L AT R o, T, ERANCELST VIR NI T E
JVFI200mg™  (6HRIRIE) & 7L K=Y 1 20mg (HE]) %
RANBEEICIV A L&, L R=Y U ROT L F=Y1
VORYBEIT TR L EEEZ T RN UEAT —
),

16.7.4 #OBTE (TFIIRSTH—Nueg// VIF

v krEoyimg)
BRI E T VH A A 7R LF100mg™ (8HREIKE) &
BRAOBIEE (mF =LA TP A —A3bug/ /) VTF o R
VimgHE) ZROBESICIVFALZEE, =F =X b
FOF AR VT Nar OEYEEIT TR bR
ZF otz BEAT—%) 19,

16.7.5 >dx v
ERERANCESTAHARNT 4V a—F 4 > FhElong (TH
M) &¥ax% T 0.5mg (HE) ZRAKEICLVHHAL
ol & IERISHEY X OB BT A ST o
7= GEAT—%) 20,

16.7.6 2ILo7V) >
R ANICEYTAHARNT Vb3 —F ¢ ZhElomg (TH
MKEE) LUV 7 7 ) 30mg (HE) #&NFEEICIVHEHEL
Tel&, N7 7 U rOMmETRIEMIRE XL Z T 0o
7=, iz, 7a bue B UM A~OREL R h o7 (SHEA
F—%) 2,

) A ORE X RS RT AAGR A B 1E10mg TH 5,
BMADT LA X —PE @B RIZEIT 5 &G A EIZ1AI5~10mg T
H 5D,

17. BERERRHE

17.1 FERUREHEICET 58
(REXmER)

17. 1.1 EREEKEER
CHEEREEERR A S R ARE BB E xR L LR
HEBRICBITDETNVIANT gV ha—T ¢ 7 EE1OmglED
Bk AR DA RNERITE. 6% (145/26141) T > 7-22)~26)

17.1.] BRENHE-EERLERR
REINERE RIS L LB I RS REEBRIC BT 5
EUTIHANT 4T —T 4 T EELOmglE D Bk kil
DA ZhZ1X58. 5% (83/142f) TH VY, 7T v H A hKFI
Pa50mght [46.0% (63/137%1) ] (Zxtd 2 IEHMESKREE X7z
GESME~— 0 A=10%) 29,
BIERZEHRIT. 0% (20/18241) TH V. E2EIER T
3 (1.6%) . MRMEVEIE, Hm. B APUE, AR, IRK.
THINgH (1.1%) Thote, £HEEMRAEMERT LT
8.8% (16/182f1) Td v ., E/RERRMRA M M F ZEIIALT L 5-
2.3% (4/178f1), PRI, 9% (3/156f1) TH 7=,
(FLILX—1E8%)

1.1 BRE I HEERAER TR
T L LR — SR BRI I T A I AE 2 R AR R
($9900451) DFEF, Fad MAER AL [ B TP SiE RS EED %
SRR O (GRFE2EM O] OR—AT A
5OEEDE/N 5 EY (LS mean) X, ELTFAH A R
T AN T—F ¢ 2V EEbmgRET-0. 47,48, 10mghET-0. 475 T
B, TTEREE (-0.37TH) CHEBELTAEFRICKEL
71:7_27)‘ 28)O
BIWEFI S BLRIT, SmgfET4. 7% (15/318%) . 10mglET4. 2% (13
/3106) Th oz, FEREWERIL, dSmghtTI%LL EFEL L 2RI
YERIZ 72 < . 10mgBET B4R (1.3%) . T, EARAA 361
(1.0%) Tholo, F-EGE R R A O R{FEHBB R
1%, bmeRET1.9% (6/3184), 10mgHET5.8% (18/310%]) T
Hotz, EREEREMERET OBEMIZ, Snglt T2l HIEH,
U 7= BR IR A B 1372 < . 10mg e CIRVEIM S PE, R 2 A B
MENEARB] (1.3%) ., e yressgm, P Y 7%y R
BN A3 (1. 0%) T o7

17.1.4 ERENHE_ETRLEHER
T UL X — PR R BE IR T B B IE T EE R EGAER
(F91, 400f1) OFER, Kb EEIREEk [ B PSR ST &
T EAER I O (BRI OV ] O_R—2 T A
U DENEDLS meanlt, BT IAHANT 4 a—
T4 v 7 BESmgET-0. 194, 10mghET-0. 195 THY ., 77
VT A S KA OmglE (-0. 2048) (CxT B IELMENBEES N
7= (FEHHE~— 2 A=0.08544) 29, 30
BIVERZTLRIL, SmgfET4. 8% (22/462f1) . 10mgfET4. 2% (19
/45761 Thot=, EREIEAIX, dmglETO¥E6H] (1.3%) .
fEARSH] (1. 1%) TH Y. 10mght THIRGH] (1. 1%) TH -7,
Flo R RE MR T LB ORIEREHEIL, SngltT2.4% (11/
459f511) . 10mgHET2. 0% (9/456%1) T o7, bmghf, 10mghtd
WTFIUCEBWTH 1%L ERER U 72 BRI A 2 5 ORIVER I3/
Mol
WD B, St < L BB RO sk & 45
12) EPH. AMRIRBEE | RETEHEEE ORI S Sk 245
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(REXWR)

B11EVTAIRANI, VAT =rufah)xzy HA
T1IZHEER (Cys LTIZAR) IRINMICHEA L, RIEER X
T4 ==& —"Th HLTDCLTENC L BIREAFZNER (RE
TG, I E B O TUE, R ORI WMEE) &S 5,
ZOERBEFICESE, BT X MIHME/EMR L LT,
s B JOE OFE 4 DR T4 4 5380,

(FLILX—1E8%)

18.1.2 7 L AX—MaRCix, PURBRERIC, BIREHER QRS
HOWTHIZB W THL Y AT A =k A 3 b U x2S Bk
Lt END, FOMEIZT LA —PEEKOERIEE & B
Nobd, £, VAT A =ruAa b DENEEE TR
PeBSRiE BA S, BERAHEIES Z LRI T
Wb, BYTIVHAMNIaA 2 Y= U RKIROMES 2 R
5Lk, TR —HERERIEROEMICEE AR Z R
Tt 2 ERRIBEE N TN D,



18. 2 LTRERERER (REAKEEHER)
SZAREEEGRBR (BT MBI, U93THIRRIE & ONTHP-1
ARERE) C. LTDaDZFAERE S 2R HE L, 2 oEMAIEm
W L DHBEZ T 2o Tz, LTC L OLTBUC R D %4
IRFEHU R 2 - 7232

18. 3 [ESIEIHI/ER GEHERR UBMRER)
FLE v MEHEE 2T D LTD D IHE % i A HC P& L7z,
F7o, EAEY NERY 2P ITHE W TLTDEE I K S UHE
ST L CIRA ORI R EEM 2R LT, —FH., BT
VT3 A M, LTCy (LTCaDfR#H & FHE L7246 F) I X A4
FFE OS2 BLE Lo Tz, 2, BAEY FEAWVWEE R
IV, TIXRUVEE, Er b= ROT®F LY UFEHEO
RE R IE L AV ETRE LR Do 7232),

18. 4 MRBHRIC & 2R EIVEIDHIER
@WL%&@?%ﬁ7/% %W%/%&UJX%W®hW$
FEIT R D U8 S SO & RN 3 B K O 1 & 5- THnifil L
7232 MESNOERRRBRICI VT, PURERGIC X 5 BRI & ONE

FERE U & A2 75%, ST L7123,

18.5 EMBSR R ERBKERINGERIGIZx 3 2 MEER
JEAE Y 2V OHUREERIC & 2 AR ONR R KU SCUUHE
I 2 D G L7282,

1aﬁgﬁﬁﬁhxéﬁﬁﬁﬁ%ﬁiﬁ(ﬁﬁ)Eﬁ?éﬂﬂﬁ
BIEENLEY FEAWV, 7 LT I VIRATHER SN S S
RO EFH (&) xtL, T 7 AA A F1IEO3mg/kg
(BERERNEE ) 1X, ZNE55%, 85%DIMFIRh I 2/~ L7239,

18.7 FfitgseDE1ERA
HRAE 7> B HEE DB MK E X
j:HFSR(!LEiéEﬂﬁiélehzn

18. 8 SFEEERICH T %R
BRAE > B HVEEE DB A S s L
HRILERE 7T RIC tt/\’Cﬁ%‘ Z

BOE BT D KM M4 B

7-24). 3;)~37>

19. B3R5 T3 2 BEEMMR

—fx4 =T AHARF U 7 (Montelukast Sodium)

b4« Monosodium{1-[ ({(1#)-1-{3-[(1£)-2-(7-
chloroquinolin—2-y1) ethenyl]phenyl}-3-[2-(2—
hydroxypropan—2-y1) phenyl]propyl} sulfanyl)
methyl]cyclopropyl}acetate

433 ¢ CastlssCINNa0sS

& : 608. 17

MR BE~EAROM R TH D, A ¥ ) — RO H
/= (99.5) 1THRD TEITRT <. KIZETOT
W, WBHETH D, STk o TEAICE(LT D, M
ZIENRBD HND,

{bEE=

Wi B (T W T, IR K U

BFIZBWT, KD O
fﬂ\‘é’cﬂi H%DCEYU\\ /I
BRI ERLARECERT S®

20. IR L EDER
T =0 NREE %I
&

22. @ %

(EVFIVAR HEebmg TKMI)
288 [148& (PTP) x2]
1008E [108€ (PTP) X 10]
1408€ [148€ (PTP) X< 10]
(EVTFIVAR FEE1Omg TKMI)
28%¢ [148% (PTP) x2]
1008 [108€ (PTP) X 10]
1408 [148€ (PTP) X 10]
4208 [148% (PTP) X<30]
5008& [108& (PTP) X50]
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