* % 20194 4 JISLET (35310 D2
*20174F10 H 2T

By

O/ I SR8 EERE
B B RS

H AR it 00

AxEES ELTFIVAANFNYLF1T7TIVEE
EIFIVHAAMFa7IIVEE Bme™FA,

MONTELUKAST Chewable Tablets 5mg

& R, R Bk LR | OHESH)

fERHEARR - JMHICFOR ORI 5 2 &

87449
NS 22900AMX00279
*| ALK 20174 6 H
% BREcR%A 201756 A

#22] (ROBHZICREELEVZ E)
KRFN O A xF LB BEE OB RO b % B
(BB - tEIK]
R HE EY7)WVHAMF M)A 52mg
(15eH) (£ FIVH A+ &L Chmg)
D~ry=hr—Jb, b70OA0— AL A7
VIANTERI AT IV, ZJUOAH IV AT —AF
/17BN R NS = S = R 5 VR = .8
STEALER, R, T AV T — A, B
KA, ATTV VBRI A
PER - #ITE I VR - R
O 0
[ERES JE & EiE
R (mm) (mm) (mg)
95 45 300
WRa—r TS60

(%08 - %3R]

SUE S

Q) EPATFOAL FEEZZITTVLEET, KA
BE5AICE ) 2570, FoRE L5413+
DREHTCHRAIIT) 2 L.

G)AKIIEG 2L ) A7 A e 2 HE LE,
BET, RHOHG 2R IET 2861, HERE
HEOBZNDRHLDTHETHI &,

6)F>TFNVA A MK E ORBEBERIEHS 2Tl
VS, ) ONR, BRERE, B OCBCENAT
B2 SUBHERS T SN Tnwbr 0T, B
DRAEZ THICEERT 2 & [ZFofoiiE]
DIEZR)

(DEYT VA NEH R EDT A 3 b)) T U
F45 FHF 12 Churg-Straussfie 5 #E R O 1155 7% %
B2 0HERHL. INHOERIE, BB
CRFEODATOA FHEIOJEE - FIFFZE T T
WL ORFIFHIEE, SRR OHER K O
Lo, DUBEBE D, 63, BHETRE, MioREe
HEDMESIERICTEETH I L.

Q) ARHN P G2 X Y &Y RAEFLD 5 N WA 121,
EBIREEMNICO720HG L e ) IEET 5
Z k.

(A% - AE]

HE, el Eo/RNBIZIZEYF VA A D E L Thmg
% 1H 1HE R R 55 5.

(A - ARICEET 3 EALOER)

L
L2,

AHENE, O TEPT D, WARCTIRFT 22 &

EVTNVAANF 2T TVEITESTIVHARNT A |
NAD—F 4 Y TERPTEYFIVH A DR
BgE L B FIICAE T R WzD, T TIVAR
b AT T NESMEgE EY T NH AN T AV AT —
T A ¥ 7 EEdmg O ¥ 7V A A b RN R IESE

Smgx TNZIHAICAH L 2w &,

[(EALDEE]

1

. ERGEXREVER

(D AFNL, WEOEAEFE,Y TR, MENE
HIZay P = L ENTWAGETHHEL T
A2 &9, BF, REFRXEZMRDY
5B R FE T AHHLTBZ L.

Q) ARFNTFEZILER], AT70 4 RRIGELELRD,
FTTIHEZ - T AW HFE % R IR 5 4 355/ T
E%VW0T, ZOZEIZEE, REEIFEN
Wb D ELEY BT oHP L TBLE
WH5b.

Q) SE M B AR 2 e G-, R3ME%R A7z
BaE, R[REZIERD H AT a A NEl%E
BT HULENDD.

2. HE%EH

ARHENE, F e L CHEYAHEELRF b 70— 2P450

(CYP)2C8/2COK USSA4THH SN 5.

HRAEEWRAICEETBZE)

B L% ERERIEIR - #EEFE| I - BREF
T2 ) NVEY — | RKENOVERDEES | 72 /N )L % —
Ju T 5 BFNDH|IVACYPIALY 5

5. L, RKEIOAH
DRAES NS,
3. ElfER

AR A R A 2SS o0 BUAE F SEBUAHEE A3 &
AR ERL TR,

(M EXLEIER FEAN)

DV7PF7453F2—=:T7F745F—BhHbb
NLZENHLOT, BISE 5T, £E
RO SN ZHAIIZE B IR G % dl L s )
BALERITH Z &

2)MEZRE : IEFEFDHSDNLIENHED
T, BBEZ 51T, BEIRD LN E
WIRE SIS 2k LEY 2 LEE24T) 2k

3)BIERF %, RF%, BFHgsclE®, &8 HUE%
25, IASRERSE, HEFD O bNL I LD
LT, BigE 54T, BEFBEO LN
W3S B L) R i 217 2 k.

HPEMRKIEFXBEIE (Toxic Epidermal
Necrolysis : TEN), B &%k % AR iE {% 2% (Stevens-
JohnsonfE{&8f), ZMHIE - HH LR TR
FARE, FZ R REIEIRGEMERE, AL H S b
LI ENHLDT, BIELTHIiT, BED
D BN ARG % ok L) 7 AL &
FHZ k.




5) M/NRIES - IR A CIEIER © SR_BE, S
I, BRSO HIER) 25 Hbit s 2 &8
HHDT, TOLI)BIERDD S bNIHEIC
FHRGERIEL, BYIREEITH 2 &

(2) 2 Dt OEIER

KO KD IERLZRE DD 5 b 7251213,
G eibd 5% CEN L LEEIT) 2 L.

s BEEAW]
BEE (|POE, T FRE, FBOHIREEE

BAmER \TUE, IR, BEAE TR, R DIv,
BREE(LONSE), RE SRk, e
o, IRER, PERE, KRR HLPIIET,
RLIERE, A%, MAMEIR

VRORER | M RFERERNE 2

HIESR | MW, BB, A, Ml MR
OB, INZE, HIEA R

¥ JFH%RESLH, AST(GOT) R4, ALT(GPT) L
5, ALPLR, y-GTPLA, KU LVE Y ER

BERR | s e SO, BEE

ZToftt |E, BRI, MR, BREE PEE, B H
MERESEIN, JREH, U 7)) NEA, W
M (R, SRS, By HUR, JEE,

BT, B, oy, #R

. R, ER, RILBEFEAORES
(1) 3l IR LT\ B T & 2 i3 A1,

EIR OB ERMEE LD &S s
WEICOREGT B L. (FiRP OGS 12
T HEEMIIAEY L Ty, o m %I
BWC, HIRPICEY TV A MBI EZRAL
7o BB S WA U 728 A B R DU 25 T %
HROENTZEDHRENRD L. ZNSDFHDITE

Ao SVHERY, Ao EAERHE S IRA L Tz,

EFINA A MEFIE NS DERO R T MR
FHS2IZE N TV, )

Q) NS 3 25 EREICKES T 5
k. ([@BYWEERS Y ) THIHTh AN OBITA
WEINTWS. )

. MREADERS

(D1 LL B O/NEIR LTiZEY TV A
Nk 4mg% 1 H IRELERNICH S35 2 &

@) Ak ozU8, FrER, EEAAEEICHT
LHEVTIVA A MBI OGTEEIIET L T
W, (EINTOE YT IV A A NELF O F B
DR\)

. BREDER

(1) ZEHI 3185 :
PTPAEEOEHIIPTPY — M2 50U L TR
3 2Xoi883228. (PTPY — MDA
X0, BOEMAERATAEREAR A L, HIC
IZZEfLE R L CHEREIA RSO EE 2 G HEY
BT 5 2 e SN TWD. )

Q)AHFNE, EFHOFEIIIDPDLOLTHRG TS5,

. TOMDER

ML 23 G NG L 72 77T Ak R IR B B4 1 36 % k)
RN E IR AT o ToAE R, T2 TV A T B
B 5992061 1B 2 BW T HBRESED RO 51
ZZOIK LT, TR REETT8OBIC BT HMAE
BIRRO LN o

F 7z, MWALDHENE L 72 77T b A HEER R B BR46 50
BR 2 wh RSB RN 2 4T o 72 R R, ATEIZRALICE
WY B HGORR, SRS 25, £ 7V A
I SR ¥ G- 11,6736 31961 (2.73%), 7T £ K

8,827 1120001 (227 %) IZ B\ TRED S L7275,

Al A s A BRI S Lo 7z,

(% 9 8 &)

1

. EMFHNREFMEHR

(1) OFhARRIC & 2 BRE
EYTFNVHANF 2T 7 VEESmgl 7 F N &
eI 2 70 A G —N—{EZ L) FNENLEE
(ErFNVH AN E L Tomg) R AR 12
FF, OWRERE, K LROKD ) CHARE
OG5 L CInsEhr e 7V A MEESE L,
BN BIRE/ ST A — ¥ (AUC, Cmax) IZ
DV TI0% B AKX M THRERHIARNT % 47 - 724G
. 1og(0.80) ~ log(1.25) OFERHNTH V), ljH]
DY R S DR S Y.

1)K% L CHRA

HENXT A—F BHEINT A—F
AUCo24 Cmax Tmax | tie
(ng-hr/mL)| (ng/mL) | (hr) | (hr)

F277 Vitomg 77X

ETVIAY 217145+87688 | 328910108922 |3.00+0.56|418 =090

(F277)VEE Smg)

i yfE 11 3]
RAEaAl 2160.72£649.17 | 339.619=70.628 250+ 1.17|446=1.06

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

(ng/mL)

FRFET NS S AH BB

500 ]
450
400
350
300
250 -
200
150

100

—8— EVTILHAMFAT I ILERSmel 2F R
- O-- ZEHF|(F2TITIVE, 5me)
Mean=*=S.D., n=20

50

0 2 4 6 8 10 12 24 (hr)
RE®REFRH

2) K THRA

HE/NT A =5 BHEINT A—F

AUCo24 Cmax Tmax | ti2
(ng - hr/mL)| (ng/mL) (hr) (hr)
EV/TVHAD
=+ + =+ =+
F277 W iEmg ) 20777360443 | 309631 £72491 [275+0.84|469+1.09
FRHEEL 3]

(F277)VEE Smg)

209748+46983 | 326535+ 68.791 |255+0.87|4.69+ 113

(Mean=SD, n=20)

(ng/mL)

FREET NS S H BB

500 ]
450
400
350 -
300
250
200 -
150

100

—— EVTIARMF 2T I ILEESmel 2]
- O-- BEHF(F2TIIVE, 5me)
Mean=*=S.D., n=20

50 1

0 2 4 tls z; 1|o 1|2 24 (hr)
5 B

(2)REMB(C & B RAE

EYTINVAANF 2T TIVEESmgl ¥ X b ik
MR E, 7 OAF—N—FI L) FNENIFE(E
YTNVAANE L Thmg) R A TISHET,
MHME R, K7 LK OUKSD ) CHEREOHRS- LT
MEEFE 7V A MEELHE L, 1617038
WEhRE/ X5 A — % (AUC, Cmax) 22\ TI0%1E



AP IS CRERHIRAT 24T - 72458, 1og (080) ~
log (1.25) DN TH O, WA O LY 89

DR E N7y,
1)7K% L THRA
HEIRNT X =5 BENTA—F
AUCo-24 Cmax Tmax | tie
(ng - hr/mL)| (ng/mL) (hr) (hr)
EV/TIVHAN _ -
#2177V 4i5mg § 215702+68998 | 323193+80.221 |265+081 (419155
HEAE L

214909£671.26 | 339.860+90.635 |215+0.71|449% 163

(F277)VEE, Smg)

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

(ng/mL)
500
450 7 . .
—8— EVTINARMF 2T I ILEESmel 2R
400
1 <o O-- RERF|(FaTIIVE, Sme)
#2350
th Mean=*=S.D., n=20
E 300
4
7[: 250 -
;J( 200
- 1
= 150
B
1004
50 -

o 2 4 & & 10 1 24 (hr)
B 5HERH
2) K TR
HEIRNT A =5 BEINT A =5
AUCo2 Cmax Tmax | tie

(ng - hr/mL)| (ng/mL) (hr) (hr)

EVTIVAAN
F277 Vimg 5+
HEHESLF
(277 VEE, 5mg)

21215873363 | 286231 +62.306 | 295=1.04{518+294

21344259888 | 30824258134 |280=0.82(4.34 = 1.04

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

(ng/mL)
500
450 .
—0— EUTIVARNF 27T ILEESmel 24~
400
m <o O- - AZERF(F2T T ILEE, 5me)
#5 &
th 80 Mean=S.D., n=20
E 300
<
)7l: 250
;Z 200
[N
150
B
100 Al
50 1

0 2 4 6 8 1|0 12 ;;(hr)
5% E5RE
MAE R NICAUC, CmaxZd /85 A — %
X, WERE OB, ORI - B0
ARSI X o THERR DREED D 5 .
2. AHEEH

EYTFNVH AN 27 7 I)VEbmgl ¥ ik, H
AEFFTERNELRIZED SN T IV A
FF RN AF 2T TIVEEDOBERHBIEE L
TWAZ EPMEREN TV Y.

(2 % =& 12]

MT7LLF— TLLULF—DAF4 L—F—D]IDOT
HoHruAfab) s (LT OZEMRIZIE, cysLTIZHE
R & eysLT2% BAKN B 5 D%, A3ldcysLT15 B AKE
&ﬁisi) D, SEXMER T LLVE—HESRKIZHNS
nas>.

(B85 ICET 3B mR]

—fE4 B TFVH A NS P T A
(Montelukast Sodium)

1b2#%4 - Monosodium (1-{[ ((1R)-1-13-[ (1E)-2-
(7-chloroquinolin-2-y1) ethenyl]phenylf -3-
[2- (1-hydroxy-1-methylethyl) phenyl]propyl)
sulfanyl]lmethyl} cyclopropyl) acetate

ﬁ\%i‘ : C:;aHstlNNaOSS

& 60817

Hiaat

PR AR~ MEORON K TH 5.
AE )= VR T Y 7 — )V (995) IZHRD TAE
TR, KICEITR T,
Wil T 5.
2 L o TEEIZEILT 5.
SRS ERO b ND.

[BRff s EDEE
BIEfRIE, A CIRET A2 L.
RE R

PTP% 7V I =7 I AN @385 % H v 72 stk
(40T, MXIREETS%, 6 # H) DfEE, T FILH
N =27 7IVEEbmgl ¥ F N d il O E T IC B
WCSERZETH 5 2 LR X7z,

(@ ]
EVFIVHABMF 2T TIESMg[ 27~
1008 (108 x 10),
28%E (148E < 2)
[EEXH R U HREK K]
1. FEXH

1) B FIVH A NF 2T 7 IVEED EY Y F S5
2B D R REPTERL)

2) BYTINAANF T TIVEEDERMEIZED S
BB R

3) ETLSUE AR FSE, BEIEE 2016 ;
C-5593-C-5603

4) FVTNVAANF 2T TNVEOLEEICED S
B LR

* 2. MEREKE

FECEICEEROFANERNC O X F LTH TR
THERT S
—FabkA St EIENIERE
T531-8510 KBEHTHLIX A3 T HI9%E3
TEL : 0120-226-898
FAX : 06-6375-0177

-\ NIPR0O

BIERRST ZJOEST 7 —IHAAt
KIRHIEXRAEFEIT BIE IS



