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Montelukast Chewable Tablets “TAKATA”

2. B

#2 (ROBHEIIIBELENIE)
ARFN DRI U B BOE O BEAIE 0 & 2 B H

3. #RL - MR
3.1 fHRk
BRI Il
1% Dry=b—, Ftrao—x, 702
HFE ®yFnV|AHanAu—AFb)oA, FaFyra
HARNFRY T b —R, dE= b S
A 52mg 1bdh, 7AW F—4A (L-7 2=V 7 5=
(BEYTNVARN AMLEW). TEANVT 75 H) T A, F
L L Cbmg) K, AFT7Y VBT A YT A
3.2 HEOHRK
AV IE
PEIR 0 L 0T
(RS EE J& &
VI RAY NN b2 —
DOEE TR
BV DH S
# 95mm %1 0.3g # 41mm
4. FHEEXI%HE
SEXWR
6. AERUHE

EHL 6L EO/NBIZIEZESFUHAME LT 5mg % 1
H 1 BERERi R 54 %,

7. BERUVHAEICEET EE

71 BT NVHANF 2T ITNVEEEYTIVHANT 4 IV A
I—F 4 ¥ ZEER V0D §E & AEWFEIICHETIE R W
D EVTIVHAANF 2T T NESMG EEYTNVH AT
4 VAT —T 4 ¥ 7% 5mg O OD $E 5mg & € NZ 1Al
HIRHLAZWZ &,

7.2 1P E 6 R o/NEITRH LTiE, £ 7 A M
Mdmg % 1 H 1 BERERNICR G956 28, [9.7.1 2]

8. EELEFNEE

8.1 FANL, Wil DOEALREA D T <L WS REFIZa ~
FO— NV ENTWBHAETHRGE L TIRAT 2 X9 BH,
PRAEF NI Z UMD ) 2 B 28 TS LTk <
:ko

8.2 AHNILEIIRA, ATa A FAIZELERZD, §TIC
#Z o T B MEFEIEZ R 5 A TRV T, 20
C LI EE, PR LX) A 2 8 2 5
AL TBLLEYD D

8.3 KAz H G, RIEMEZ AIHEE. SAESHLEA & %
WiEZA T A FAlZREG B LEND 5,

8.4 AHIFGIT L Y A7 04 Fifekis 2l LA EH T,
AKH oG 2k 25613 FEREMEOB WY H 5
DTHEET A Lo

8.5 AH & ORRBBIW LTI R WVAS, ) O, BEE
L AR CTBCERATE) & S O RAIEIR S ST v
DT, BEFOWREL BT, [15.1 3R]

8.6 AH & EOT A a2 b U FHHUHIAL I (I IRERTE S 56
M4 RPER S IBIER O M 2 L L oWV H B
NHOREIRIE, BBURKOZXT oA FROME - Hikk

WAL TS, AAEHRH, RIS RERE DR K L
O, PUREBETD . e, BIEIE. iR O iSO
RITEET 2 2 Lo
8.7 ARG T X D RIRDFED LN VIEEITIE, kLR
Wichb7Zzy 5 LavE)ICEETLI L,

9. HENERZ2FIHBREICATIER

9.1 AHHE - MEEZEDH 5 8E

9.1.1 REIX-O4 NEEEZIT TV EE

KREFEGAZE D A T84 FOWEEZIDLALE 05
HFCHELAIIT) 2 &,

9.5 iEiF

I SOATIEIR L C W B WHREE O B 5 Lz ik, E# LR
wEDElREx B s LB SN GEICOREST5 2
Lo WHOTHRIZIIB T, RPICARA %2 IR L 72 8E
26 WA U728 AR RIS R AT 23R 6 iz & ot
Wb, TNODHIFOITE A EZHMRD., WO EIGH#
HEHMH L Tnize KHE NS OFLROKERRIEIHS
PZENT W,

9.6 &3LiF

R EOARMER CHARBOAFLEZER L, RALOMK
BeAIIE AT 5 2 Lo BER (T ) Tt
NOBITOHE SN TV 5,

9.7 /IE

9.7.1 1wl E 6 mKRimD/NE
(7.2 2]

9.7.2 RHAMKER. FAER. 1 mRmOIR
ENICBWW T, M AEAER, AR, TsRkoLl gz

gl L7z BRREBRIZ IR L T v,

10. HHEEHA
FANE, F& U THEMAHEERT b7 o— 24 P450 (CYP)
3A4 THRH SN D, [16.4 2]
10.2 GFREE BHRAICEET S L)

FH 13k BRAREAR - 58T R Wy - falrid
Tz ONNVE Y RROER AW T = SNy —
—W[16.7.1 ZH] | TH2BLNHH 5, V1 CYPIAL %35
H L KA O
HESN D,

11. Bl{EH
ROBWEM 2 Sb b 2 EWH LT, Bgr2 51247
W, BEDEED SN E IS Bk B A L) 7
Wi 2479 2 &,

1.1 EXAHEHER

NAA 7F717%>— EEARW)

11.1.2 MEZE EHEARH)

11.1.3 BIERTR. A%, FFEREREE. 8E (WIhHER
)

M4 hEMKREEREBMBIE (Toxic Epidermal
Necrolysis : TEN). RIEHLEIRAE(ZEE (Stevens—Johnson
FEMREE) . WA (TN HEARH)

11.1.5 /MRS (HEEAH)

PREIR & UCy SRBE. Sbain, w6 A Y 2 o HH i 16 1) A%
HobNbLZ D5,
11.2 ZOMORER

0. 1~5%ii AW
e R i5 2 HRE. I
AR T D U R ERE




0.1~5%A: i)

A

HiFiiie %

B, IR

B G 1
A, R, R
R, ZJE, DI,
BERE (Lh
SN G N3N
TE. I Ik,
PR RLIRIRE
AR, Wtk
HEIR

R

il e R R 2 i

HALE R

T M. HANER
& MES LT
LA N )

THAEAR R, TN%E

JF1 i

B 24, AST
k&, ALT k&
Al-P L%, y -GTP
FHR.BEYILE Y
E5

A%

i IR 5 2 5 e R
P i

Z o

FIig, R, I
PR OPRAE. PRI, 18
SN i B2 e
m &R, MU

HLAE T (P
BPEAE) . . B
BEOBUR. JEB IR
T3 9855 BB EIR

V&) FlA

RIEH QML SE/, F 27 7V EER], MR T o
EINERR AR O R 2 FhE THINL 72,

14. BRLEDZEE

14.1 EFIZFEOXE

14.1.1 PTP W0 #HHE PTP ¥ — F» S WY L THIRA
FTHEIIRETHZ L, PTP U — FOBEERICE D, BV
FIRAS AT A U, B354l % B 2 L CHitR@ia %
LEOBEELGWEEZNET LI DD 5,

14.1.2 K#FNZ. BHROFHICHh 2D L THGTE %,
14.1.3 AHNE, P THEP T2 AL ZWTHRET A2 &,

15. ZOMOEE
15.1 BRRFERICE D 1EH
7T R IR AR R 41 3R & W RIS AT 2 4T - 72
ML ARANBLGEE 9,929 Fld 1 BIC BV THRSED RO
LN7DIH LT, 7T REE 7780 P2 BV THBE S
D SN o720,
F 72, 75 b R GRS 46 3R & 0 R ASHA TR 2 4T
S 7R TS T A HE ORIR. ZsES)
A5, ARFIBEGHE 11,673 B 319 61 (2.73%). 7T & KEE
8,827 B 200 Bl (2.27%) IZHBWTERD HLN=2A5 FEl#
M EAEIHED NG H o722, [8.5 BH]

16. E4BHHE
16.1 MmeERE
16.1.1 BEERS
EBRNSBICEYTF VI AT A NVLT—F 4 VT §E
10mg™ 3 % 22 IS BRSO3 - L7z & &, £V F VA A Mol
SR EE IS 3.9 RERI 2 1 e i A IR BE (Cimax) 526 ng/mL
W Ly ORI (te) 4.6 FRRITHg L7ze T 72, bl
JBE — BERTHAR AT (AUCo-») & 3840 nghr/mL Td - 723,
16.1.2 REHRS
BIE D S P EEO/NERE LM ERFICE YT VAANF 2T
TNVEESmg & 1 H 17 HEBKERDORS L2 & 1HHA
EPe-4% 3.1 WML 7 H B3 5-# 4.3 REIC Cimax (630 ng/mL
K628 ng/mL) \ZEL, iz W INdBLZ 4R TH- 72
(16-1)s 1 HH &7 HH® AUCo-2ar 1ZZF N ZFN 4170 ng -
hr/mL & 0" 4910 ng - hr/mL T - 7z. MIFEFIZE LTIV H R
MIFEAEER LW EAVRIBS 7 (K16-1) 949,

iE)

800

700

—O— EYTFNVHIANF 2T TVEE

5mg/day

n=7, I + (R

= 600 |-
§ e THE
£ 500 ¢
o
22400 -
g
é\ .
z 30
m
2 200 H
40 H
100
0 ‘ ‘ ‘ 3 ‘
o 6 12 18 2’7o 0 6 12 18 24
IR (hr)
[ 16-1 /hJE &

PASYN

BB DESTFNH AT 27 7IVEE Smg K
PR 1B 55 0 IMLAFE v FE A S

F 16-1 NBEERORFERAIB T 2 Y BT 2 —¥

*ﬁ #i‘ %" Tmax Cmax t1 /271"; 1) AI({EJ’.MIW A([igo—oo
B | H¥ | (hr) |(ng/mL)| (hr) hr/mL) | hr/mL)
1 3.1 % 630 = | 3.99 = | 4170 * 4250 =+
| HE 1.6 234 0.42 1000 1000
BHE| 7 4.3 = 628 = | 4.08 = | 4910 =+ 5030 +
HH 1.4 222 0.55 1260 1280
1 5.3 580 = | 4.68 = | 4470 =+ 4690 =
fegE | HH 1.0 136 0.41 1120 1210
WA |7 3.3 660 = | 5.06 = | 4680 * 4960 =
HH 1.0 124 0.32 1030 1120

PHR BT VAAMF 2T TVEES mg UNEEH), £V T
WAANT A VAT =T 4 ¥ 7810 mg (EHERA)

I o+ R, n=7 CNEEH). n=28 (EKA)

D) ARy = Yy r A 7R

16.1.3 FaFTINERET 1IN LT—T 1 > TEROEYHEEDILE
BB AICE Y TV A MF 27 7§ 10mg™d LOE ¥ 7V
HANTANVLT—=T 4 ¥ 75 10mgEd 2 %5 L7234 o3y
BENF XS I TROEBYTHS (£16-2) ¥ FHEAT—
%)

#16-2 RHEHAICBIT 2 EWBE ST XA —%

JE Trmaxt* ? Cmax ti2 A(ggo_w

K OFHIIE (hr) (ng/mL) (hr) hr/mL)
493.7 + 2938.8 +

10mgCT | 2.0 0.3 831 4.8 £ 0.3 583 1
333.4 + 2447.6 +

10 mg FCT| 4.0 = 1.4 1096 4.6 = 0.6 779 0

n =16, P = MEHEFELE, CT: BV F VA A MF 27 TIVEE,
FCT:®YFTNVHANTANLT—T 4 V7§
W2) o + BRE(RE

16.1.4 EHFIRZEMHER
(1) WEAFWTKE L TRA
EVTFNVAANF 2T TNEESMg [ A5 3V LTFaT
TNEESmg &7 BAF = N—FI X ) AR T 20 %412
heEnl1$E (FEvF VA A ML LT5mg) % 22K I HERELT
B, fe 5, %505, 1. 1.5, 2, 2.5, 3. 3.5. 4. 6.
8. 10, 12 K UF 24 WERF ISR 2> FR1 L 720 LC/MS 12X Y
WE L72E Y T A A bOFEMEERREDOHER LU/ T X —
FIIROLBY TH Y. MEHENT IS T 90%EHEX M % 5K 724
Wy FEM S5 X — & OB O -4 0 #1013 log (0.80) ~log
(1.25) OHPAICDH Y. WA O AP 2R RSV DSHERR S /zd),
(ng/mL)
400

350 |

—— EYTNHAMF 2T TNEESmgl ¥ 7 5 ]
o Y YL T F AT T IVvEEbmg
Mean = S.D..n=20

01234 6 8 10 12
I
B4 16-2 MAE e (A TR 72 LTl




F16-3 WBE/ ST X — % (AT TKZE LTI

ST A b BENT X — Y
AUCt

(ng -
hr/mL)

Cmax
(ng/mL)

tmax ti2
(hr) (hr)

EYTINVHARXNTF
27 7 VEE Smg
[% %% ]

2274.25+386.29|311.36 +50.05|2.45+0.895.11+0.53

YTV TFaT

7 V8% 5mg 2132.80%379.591309.36+49.01|2.55+0.78/5.000.59

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

TSR EN O AUC, Cmax 50/85 x — &1, BBRE O
R AR ORI L - R F O FBRGA X o THZR 2 TTRETEDS
5o
(2) WEAVTKTIRA
EVTFVARNF AT INEESMg [P A |y v LT FaT
TIVEESmMg & 7 B AF — N—{EIT XD R A T 20 BICE
nENRL1§E (FY TV H A e LT omg) % 22 uRe 135
5L, #5001, #5#0.5. 1. 1.5, 2, 2.5, 3. 3.5, 4. 6. 8.
104 12 J O° 24 WERC Hi iR 22 & 3R L7z LC/MS I X ) il
EL7ZZEYTIVA A NOFYMIFERREDOHER L /NT 2 —F
BROEBYTH Y., HEHENIC T 90%EIEX [ % R 725 55
FHI ST X — & O FAEOFI D71 log (0.80) ~log (1.25)
DOHFPAZD Y« T DY E R RS PEATERR S iz

(ng/mL)

4007 —e— EVFAAANFAT T NS 40
350 1 w0 YV UL T F 2T 7 VEibmg

300 F lll Mean +=S.D.n=20

fin 250 | L

10 12
[
[2 16-3 M4 HHEEE (1AM TR TR
2 16-4 HWBRE N T X — % (AT TR TIRA)

24 (hr)

FHili T A —% BENG A=Y

AUCt
(ng -
hr/mL)

tmax tize
(hr) (hr)

Cmax
(ng/mL)

EVTIVAANF

27 7VEESmg  [1795.95+462.131262.39%56.36|2.65+0.93(4.81+0.63
[%5%]

FXTVTF AT g 39418 34{288.3553.05|2.350.59|4.83£0.62
7 IVEE Smg

(Mean+S.D.n=20)

MAE R EENE ONIC AUC, Cmax 550755 X — %13, HEE 0
R R OFREUREL - W2 O RERSMC & - TR 5 hEMED
5o

() B/H»LTk%ELTIRA
EVTFNVAANF T T NEESMg [ ¥ h 5 ey 7 LTFaT
TIVEESME & 7 U AF —/N—LIZ X ), EEHRBAYT 20 £I12E
neEnlE (FEXF NV H A e LTome) #HBNTEPLED
D % ZEREIG IS R 8 G- Ly #2500, B 5% 0.5, 1. 1.5, 2,
2.5, 3. 3.5, 4, 6, 8 10, 12 L U* 24 BERNC i EEHIR 2~ S BRI
L720 LC/MSICXWMIEL72E Y T H A b O IsE i
DEBRUV/STA—=FZROEBY TH Y. HaHAENTIZT 90%
fEIAX % Rod 7245 0L, Ml 89 2 — &7 O EHE O FIgHED 71X
log (0.80) ~log (1.25) D#PAIZSH V. Wi 2EW 240 A S5k
DHER S N7,

(ng/mL)

400 e EVFAAANF 2T TN Sng 4N 5 ]
350 o YV LTF 2T T VEEbmg

Mean = S.D.n=20

01234 6 8 10 12
I
16-4 MAEHILEE (A LT % LCHigH)

# 16-5 HWHRE ST X —5 (@2 L TR L TIRA)

24(hr)

FHili ST A —% SEING A=Y
?HUC.t Cmax tmax tiz
hr /gmL) (ng/mL) (hr) (hr)

EYTIVARNF

27 7VEESmg  |1973.76+451.36]296.47 +57.62|2.43%0.65(4.89+0.52
[#5%]

‘/‘\‘/7*1/73‘_17 1995.59+437.311305.98 £59.28|2.58 £1.02{4.90£0.51
7V EE bmg

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

I3 P N OS2 AUC, Cmax 50/85 % — & 1&, R 0%
P AREOTREUAEL - WS O RERSMNC & o TR 2 W hEMEA
H5bo
(4) B» L TKTRA

EVTNAANF 2T TNEESMEg [ Ay ey 7LV TFaT
TWEESME &7 T AF —N—EIZ XD, EHER AT 20 412 %
nER1§E (EXFIV A X MELT5mg) ZAMRNTE»LZD
O % ZEEIREC AR S Ly B, 5% 0.5, 1. 1.5, 2.
2.5, 3. 3.5, 4, 6. 8, 10, 12 K U" 24 BEIENCHiBEHHIR 2> © PRIl
L72e LC/MSICE DIEL7ZE Y F IV A~ O ps
DEBRUIST A—=FIZROEBY TH Y. HalHHTICT 90%
EIX % KD 7255, FHli YT X — & O EEDO I D713
log (0.80) ~log (1.25) OFEAIZDH 1. WAl AW 2E 0 [ &5k
R SN 729,

(ng/mL)

400 —e— EVTNAANF 2T TVEESng S 7S ]

350 0 YU LT T T 7 IVEESmg

300 - Mean +S.D.,n=20

1l 250

4

w200 b

13

JE 150
100 -
50

0 1 1 1 1 1 1 1 1
0123414 6 8 10 12
5 i
M 16-5 M4 (&2 L TR TR
% 16-6 WBHE T X — % (B2 LTKTIRAE)
I N T X — 5 BHEING X —F
AUCt
(ng -
hr/mL)

24(hr)

Cmax
(ng/mL)

tmax t12
(hr) (hr)

E®YTIVAANF
27 7 IVEES mg
[%75%]
YTV TFaT
7 IVEE Smg

1799.20+268.04|262.31 £43.02|2.58 £0.65(4.86 =0.43

1834.84£345.971271.95+50.40(2.78£1.03{4.92+0.55

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

Mg EEIE O AUC, Cmax 550785 % — % 13, B o
P BRI OFRINEL - e 55 OB SR 12 & > TR % 2 W etk
Hbo
16.2 TRIR
16.2.1 BEOFE

IR NICE Y F VA A NF 27 7IVEEbmg & BB T 52
LA &) BRI M TR i A P B S ENE ) (Tinax) 12 2.3
= 0.9FEfI2 5 4.0 £ 1.9REMIICIRIE L7z F72. Coax (& 488
+ 66 ng/mL 72*5 256 + 82 ng/mL 12 48%i%> L. AUC 1% 2730



+ 743 ng:hr/mL 7> 5 2386 = 498 ng - hr/mL 2 13%j&4> L 7210
FHEANT—%),

16.2.2 AWFHFI AR
RERER N ED BT B AEWENFIEL, 74 v ha—T4 27
$ET 58~67%. F 27 7IVEET 63 KU 73%Th - 7210 (JHEA
F—=%)

16.3 97

16.3.1 EEFEE=E
EVTUHAMOR MIBEHE ORFEAHEIT 99.6%TH - 72,
EUTFNH A MIEBWREEDT VT I 2 RO a-FEMERE
VR DM 712 99%LL EAs A L7212 (in vitro) o

16.4 U3
L MIBITEEYTUA A NOEERBYIEME A F N FDK
ALK R N Y VA F L D RBILRTH o720 2D
AW OEKICITENZNT b2 a—24 P450 (CYP) o414
T&H5H CYP2C8/2C9 KU 3A4 HBL-LTHB Y., CYP2C8 %€ ~
TNH A DOTFEHEEHETH 572, [10. BH]

T2 A F IV EE D KRR AV R ERIK $ TR B &
ZUF D EDFEREINT WS, In vitro RERIZ X ) IHIREE O I4E
IR TIZ, £ TV A A P& CYP3A4, 2C9. 1A2, 2A6. 2C19
XiZ 2D6 # RHE L 2\ 2 E AR E 72130160

F72, invitroRERIC X D E YTV A A M CYP2C8 2 [HET 5
CEDIRENTZD, I vivolZBWTWEEYFIVH A MIEIZ
CYP2C8 TR s haREWLER THLI R 7))y LD
[ RS AN A 3R T, CYP2C8 ZFHE L W2 LAURE R
7210 (MEANF—%)s L7255 T, EYF VA A M CYP2CS
TRBSNBER 07 ) ¥ F L) ORBHIBEL RITS S
wWekEz oMb,

16.5 ittt

16.5.1 EHERANICE Y TV A A b h 7 VA 400mg't® % H [l
e U7z & & RAPICRZRII B S ko 729,

16.5.2 fEHERAICHUC T~ F Vv A b A 7R VA 102mgitd)
Z WIS Lz 5 H M o3 & O it skt 12 2
NZNH 86% KU 0.1%TdH - 721 JEATFT—%).

16.6 FENEEE*HTH8E

16.6.1 FFipeEEEE
WL & AR EE DT EE e D & B IFREZE B HFIZE Y F VA R
N7 4NV AT—=F 4 V78 10mgEY 2 B OK G Lz & &,
4.0 BRI Cmax313 ng/mL 1Z3E L. t128.6 BRI T L 72,
tre [ ZTERER AN D 4.7 BEHICHANTIEL 20 . AUCo-3 2248.7
+ 812.1 nghr/mL %5 3167.2 = 1300.5 ng * hr/mL Z 41%%
MLz GHEAT—4).

16.6.2 =k
R EE (65 M~T3 ) ICEVTFVAANTANAI—T 4
V78 10mgE ) & BRI S- Lz & &, 2.8 R #£1Z Cmaxd95
ng/mL (23 L. t126.6 Bi T L7z &iii#H O AUCo-w
(3423.2 + 1344.7 nghr/mL) (ZEHEIEE#E (20 % ~48 %)
@ AUCo- (3624.0 = 1257.8 ngthr/mL) & B L THESIE %
Ao 722020 (FLEIAN T — %),

16.7 EYHEEIER

16.7.1 7/ NJILVE&Z—JL
BB AIZ7 = 28V E 7 —)L 100 mg (14 HIEIRAE) &4
HlLzE, U7 VAAMI10 mgtd (HE) ZEO%KS51CX
DHHT B EEY TNV A D AUCo-o 340 40%i% 4 L 7222 (4}
EAT—%), [10.2 ZH]

16.7.2 77141 >
EFERANICE Y FIVH A AT VR Z R (200mgt? % 1
H 16 EE DS\ E 1 H 38 HBEKH) TS L.
FEA 740 Y ORKOKYS (250mg Hl) H 5V IZEIR NS
(Gmg/kg Hlul) #HHLzL &, m¥Eh T+ 7 1) ViREOK
THBEOONTZHN, TV TFNVAANT AN =T 4 ¥V 7§
10mg® (10 HIEAE) of#%5 £ 574+ 74 ~ 5mg/kg (H
) OFIRPIEE G OPEH TSR 74 7 4 ) Y iREOZLIZE
DONL D728 FHEANTF—5),

16.7.3 7L K=V, FLkzZvOor
HEHERAIZE ¥ 7V A A b 200 mg't3) (6 HEKHE) & 7L F=
v'a v 20mg CEE) ZFIRNESGICE DAL &, L F
SV UROTL Ry a yoEYHEITILEELZ TR
o7z HEANT—5 ),

16.7.4 BOBEE (TFZIVIA ST F—I35ug//IIVIF>

KO 1mg)
HERHERAIZE Y TV H A b+ 100mgit3) (8 HIFAE) &R aaE
(ZF=NVZANTIF =N 35ug// VIF ¥ Ny Img) &%
OG5 E 0L, ZF VAN T V=NV RV
IF Y FaryOEYHEILTNLEELZT o725 (JHE
ANF—%)6

16.7.5 x>
BEHERAIZE Y TV A A b 10mgt (7 HEE) &V Txv >
0.5mg (HH]) Z#EIFRGICL N LE &, sty T
XV ORY BT EE Z T hh o722 HEAT—5),

16.7.6 I 771>
HERORAICE Y TV H A b 10mgt? (7 HMKIE) &0z 7
> 30mg (Hilul) Z#EIHGICEIVHMLAEE, YT 7Y ¥
DM 3B A 2 ol £72, Ju bty
VIEHEIANDREEL e hr o 7220 MEANT— ),

11:3) ARBRSNIHERCHEL, 6 I EO/NRIZ 1 B 5mg T
Hbo

17. ERERELIR
17.1 BHIHERVURLMICEET 2 HER
17.1.1 EIREEREE (IR)
CTHEHERILIERE 2 ST 6 UL Lo/ S RS 2 R
LRSI BIFAE YTV A A MF 2T TIVEE Smg BED
AR (SREUGEIE TG EOEE) 1360.9% (123/202
Bl) T o 72230,
17.1.2 BN ENH-_EEHREERER (I2)

NG S B 196 Bl AR & LA 7 T AR IR
EERILBRABICBWT, €Y F VA AT 27 7IVEE Smg %
Hizx ) 1 At 8. 7% L 72,

FIVERIZEBIERI1Z 6.5% (13/201 B1) TH Y. ERFEIVEHIESR 7
Bl (3.5%). HEI 3B (1.5%). AMAE 2 61 (1.0%) TH-o7zo
B, EERMAMEEE ORIVEMIE %A 7232,
17.1.3 EIRERREEE (RA)

ZH EMICEGRER A D N S S BB R IR & L
IRRERICBIFBEYTFIVAAN T ANV AT—T 4 ¥ F§E 10mgh)
TE DI YGEE DA R 55.6% (145/261 B1) TH -7z
33)

o

17.1.4 BRENHE-_ESHRESRR BA)

AEEMBEZENG L LS TH - EERILEARICBIT 5
EUTFNAANT ANV AT—TF 4 ¥ 7510 mg® BEO R
WD R I 58.5% (83/142 1) THVY. I ¥ IVAH A b
KHI 450 mg BE [46.0% (63/137 )] (x5 % LD RGE
B GEBtE~—TY Y A =10%) 305),
BIEHIZE 1T 11.0% (20/182 B1) TH Y. LAREITEMN IS
30 (1.6%). HREERIE. B, HATUE. SRR A
THIAE 26 (1.1%) Thorzo FHERRAMEE L)X
8.8% (16/182 %) TH 0. FHHEMAMER L)L ALT L
52.3% (4/178 B1), Wi 1.9% (3/156 ) T o 723,

17.2 BLERFGHAES

17.2.1 BR-E SR B HEREERAR (IME)
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M EBYEDOTCHE, J ORI WMEE) 2B %, 2 OfEHIBE
IO, B FIVA A MIPNELMEM & LT, Wi B RAED
fi% ODWT %G ET 55,
18.2 LT B RMGERER (RAFEESHER)

ZEEEARE (BT Y MlRE. U937 Mk K O° THP-1
HIRARE) ©. LTDs OZBMAEEZMMICHE L. € ORI
WK X BB EZ T edrolze LTCs KO LTBs (2x§ %%
BARFEHE LT o 723
18.3 REZIUBIMGEIIER (FHESERUEMRER)

EVEy MERRE BT D LTDs OIGH % B iIZHE Lz,
F72 BNEY N ZAFIITBWT LTDs F 5 A NG
B LT o 2 BLEE AR Lz, —T5 BV TV
B A MiEy LTCs (LTCs O A E L7241 T) 12 X 24
MRONGEEE L 2oz T2 BENVEY FEAVAL RS 3
YT IFNVEE O P Y ROTT 2 F V) VEHEROSE L
Pz 1Z & A ETHEL Rh o723,
18.4 HIEFHHIC L 2 TEZIRMFIER

BAE LR E T v b, BEIVEY MR AL OFUEFER
W2 & 2 AU SR SIS & 5 IR P9 4% 5 % OV 4 5 3 L
7238039 HEAL O BRI BV T PUBEE 512 & 2 RIBERL %, OV
FER S S % 7 2N T5%. ST%HHI L 7240,
18.5 ENRFEI R OERBKEZIURRIG I3 T 2 WEHEHER

&) AV QP T K B R Je O3 550 & 45 ST B
J& % RE LIPS THI L 7239



18.6

TF745%—2ay 7Y 2MEHEER

BAEENVEY POIRTIVT I VIZEBTF745F—ay
2 % TR B HIHI L 7224

18.7

TEAE A 5 WPARIE O TS

itk RE DS EEA
i EF BT, 1 Bm RO

IS e % O L 7242

18.8

FERERICH T 23R

AR 7 & HHARE O PSS SO BB 12 B\ T e rh ORI ER
WHRE 77 RN THEIERT 8720 FERISERA NG

HiZ

B B AR MAF IR S A IR T S 72129,

19. ARRSICET 2BEFHITE

—He AR

1t%% : Monosodium

EDY

S5 B B

EVTNAANF MY T L
(Montelukast Sodium)
- [C1amr -1- 3- [Ap -2- (7-
chloroquinolin- 2 yl) ethenyl] phenyll -3- [2- (2-
hydroxypropan-2-yl) phenyl] propyll sulfanyl)
methyl] cyclopropyll acetate
: C35H35CINNaOsS
1 608.17
HE~MEHAONKETH S,
Ay )= VREOPFT Y ) — (99.5)
<V KIZHETR TV,
W TH %,
Hol & o THIZEILT %,
MEmZENRO N D,

D THETRT

AL

20. RV EDEE

TV = LASHE T

R EETGEEL TR T A L,

22, A%
100 $¢ [10 8¢ (PTP) x10]
140 g [14 8¢ (PTP) x10]

23. FEXm
1) Philip G, et al. : ] Allergy Clin Immunol. 2009 ; 124 : 691-696
2) Philip G, et al. : ] Allergy Clin Immunol. 2009 ; 124 : 699-706
3) KRVUBHAM « FRIREESE 2001 5 17 @ 443-470
4) BUSTEGM © FREESE 2001 ¢ 17 : 597-608

5)

6)

7

N3

8)
9)

10)

11)
12)

13)
14)
15)
16)
17)

)

)

EYTNAA ORI B L EWEE (2 LT /F
T LA 12001 46 H 20 HARGE, HWEEEREBEZEAN 3. (3) .2)
@®)
TEEE A AR SRR (E T VA AN T 2T TN
$eomg [4 7% ). AR TRE LCTHA)
LR AR R (BT VA A NF 2T T
$esmg [5 7% 1 WA TR THHA)
R - IR SRR (T FVAA N F 2T T
$eomg [¥ 4% |, W LTK%E LTI
TR AR R SRR (EX T VAN T2 T TN
$eomg [ &7 & |\ D L CTKTIRHD
EYTINAANF 2T TWVEESmg DEFDOKE (V7L
7/**\'7 L Z 12001 4F 6 H 20 HZKGE. HEEERHIEZEA 3.
(3) .2) .@)
EYTNAROERFHFEE (7L T/FT VR
2001 4 6 A 20 HZAKRE, W@ ZEA 3. (1) .1) @)
EVTNUARTDERALDHE (7L T/F 7L Z:2001
46 A 20 HAKFE, WEEEEMRZEA 2. (2) 1))
Filppula AM, 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
Balani SK, et al. : Drug Metab Dispos. 1997 ; 25 : 1282-1287
EYTUA R OIFHEREERAIIBT 2 HWEE (27
L7/F 7 VA 2001 4F 6 J1 20 HAKR, HESERIEZEA 3.
)
Zhao J], et al. : Biopharm Drug Dispos. 1997 ; 18 : 769-777
EVTFNVARNOERHEICBT AENBRE (P LT/
T LA 120014 6 H 20 HARZ. HGHFEREZA.3. (2))
Holland S, et al. : Clin Pharmacol Ther. 1998 ; 63 : 231

Malmstrom K, et al. : Am J Ther. 1998 ; 5 : 189-195
WM ESER (7L 7/ 7V A 2001406 A 20 H
K WA 3. (5) 1) @)

Schwartz J, et al. : Clin Pharmacol Ther. 1997 ; 61 : 162

42)
43)
44)
45)

Depré M, et al. : J Clin Pharmacol. 1999 ; 39 : 941-944
Van Hecken A, et al. : J Clin Pharmacol. 1999 ; 39 : 495-500
HIAA —7 VB NRGE I WE - (Y7 LVT /%7
L A 12001 4 6 F 20 HZKRE, WEEERHEZE -~ .1, (2) .2))
6 UL LN RSB GRl) (7L T7/F 7L
A 12007 4E 7 1 31 HIRGE, WEHERE 2.7.6.5)

6 e Lh /N T EE ML R R (Y oL T/ F
FUA 12007 457 H 31 HAKRR. HIREEFEE 2.7.6.16)

6 L P N A A 7 a4 RO R R (2~ 7L
T/F T VA 2007 457 31 HAKGE, WG GRS
2.7.6.17)

WSS A — EE MBS ONR) (v 7 L7/ 7L
A 12001 4F 6 H 20 HAKGE, WIRHFEREZ b . 1. (2) .5) @)
IV\]WFK?% (v Z7Vv7/%F 7V 2013412 7 19 HAK
W FRAEREE)

EARIIEAD © BRREESE 2001 5 17 : 519-558

B A I EMULEGRER (3> 7 LT /%7 L A 12001
A6 H 20 HAKGE, WMEFEEEZE .1 (1) .4, 2. (2)
VY [ =8 RREREE 2001 5 21 : 605-636

TERRERE (Y7 L7/ 7L A 2001 4E 6 H 20 HAKGE.
HEH R ZL R . 1)

Jones TR, et al. : Can J Physiol Pharmacol. 1995 ; 73 :
191-201

PURFEFIC X Zﬂ“"*iﬂl‘ﬁ”?fﬂfﬁﬂ{’ﬁﬁi (Y7 Vv7/¥71
A 12001 4F 6 A 20 HARGE, WEEEAHEE A 1. (2)
Diamant Z, et al. : Clin Exp Allergy. 1999 ; 29 : 42-51
EVTVAAMDT FT74TF =3y 71T 280
i (> Z L7 /F 7L A 20014 6 A 20 0A&A, Hi
TR R 1. (2) .2) @)
AR IEAD © ERREESE 2001 5
Minoguchi K, et al. : Chest.
T HE% A« BRREESE 2001
TH % A - BRREESE 2005 ;

17 = 577-595

2002 ; 121 = 732-738
17 : 609-621

21 : 1019-1029

24, XWERERUVBOVEDEE
AR T 7 — <Rt BRRMG
T 155-8655 ARt H AKX ARIR 5 - 2
TEL 050-3383-3846

. BUERGTRES

261

SEERETT

=EREHR ST
s bﬂ‘ﬁ%%?ﬁiﬁEEEﬁBJZOSEM1

Lrp)kk Ir—vRat

RR#B@m/IXLEI1-4-4

KMNTC 4



