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Montelukast Fine Granules 4mg “Chemiphar”
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2. 22 (ROFJHEICFESLEBVT L)
RAI DI LBBUEDBHEED H 5 BE
3. #8R% - IR
3.1 8/
fEs T TIVAA Mftkidmg [ 37 7]
BRI (BRE) EYTAARNF MY T L4.16mg
(110.5g9) (E¥FVARA L ELT4mg)
. D-vv= =), 7O Xu—2, AFT7 Y VEE
AL 2 rss
3.2 SFIDOMER
HEs T TIVAA Mftkidmg [7 37 7]
EZN B & OAHA
4. THEEX TR
[EXIRR
6. FiENUHE

BE. IR E6RARmEO/NRITIZEYTIVAAMELT
dmg (KAFI1E) %1HI1EHEFIGEO®RET 5,

7. iERUREICEEYT 538

7.1 (FE. Ei. ERFICL2HEREFE 24T, 2E2IRA
—a—é:&o

726 Eo/NRICHRLTIE. FEVFILAANF 2T T
#ESmeg#x 1 H1[OEERTICE S 52 &, [9.7.1 2]

8. EEREANEE

8.1 AAZ. WMEOEEITA D T, BEASRIFIZO Y
M= LENTVAREETHMK L TRATALD. B
B, REENEIFNRLVE E AHFICHIHAL
B &,

8.2 RANIKEXZIIEA. AT A FEISERLD, TTIC
B> TWAIHBRIEEZERT HEAITIEIZVOT, C
DT EIFEE, REEZZFNIRDVELEY2EIC
+AHBALTBLIRDRENSH S,

8.3 KA = EH., AkFKELZAIIEAIZ. TEXILERD S
WA TaA RRIZEET20ENH 5,

8.4 KHIHZEICE D AT uA NEFEZBE LEBEBE T,
AR OHEGE DT 25481, FEREFEEXOBINLD
BHOTERT A &,

8.5 KA OEEZIZHS A TIE A WA, SO%K. BRE
B, BREOCKRENTEH ZE0EMERPRESNLTWL
DT, BEOREZFDICEET S &, [15.1 &
f&]

8.6 KAl=&HUA I b T U IEHANE R ICIFERERIE 25
MEREAFEEROMBERZELCZEOREND 5.
INSOERIZ. BBCRAKROATOA REIOBE -
IERFICE T WD, RAMEARIE BRI OHERE
FO Lo, U, FE. BEfIR. MoREEE0
MERFERICEET 5T &

8.7 KA EGICLX VMEIED SNZWIEEIZIZ, BREERE
HICOEOBELEWEDICEET ST &,

8.8 NETII—fRICEHEERZFZHENINL DT, KA
DOFEICELTIE, REESICHL. BEORELZ 5
ICBE L, BEPROSN-EEICIZER»ICEIREIC
HIK T HEOBEY L MBEZTHEHICEEEZEZX S &,

9. BENHEREEIIEEBICHTIER

9.1 BHIE - BIEEEZEDHZEE

9.1.1 REIRAF0O4 NEEZZITTVIEE

AHTEICED AT 04 ROREEZIEL»25EE 59
HEHRTHRLZITTY &,
9.5 iFiF
IR ST R L C W ARTEEE O b A 1t I21d. BB LD
AitENEREEE ER S EHEFS N EBEICOARERET
BT & BHOTHRBZICB W, FRERICAR % R L
mEBEDPSHE L HERICEREINESES AN
EOWEN DB, INSDFIRDIFEA S IZIFIRG, fih
DOWEREZELRAL T\, AFlEINSDEROR
HERIZASAICEN TV,
9.6 IR
HELOERERUOBARBEOERELZZEL. BAO
e IZhiE 2 e T A &, BWER (S ) TH
HHRAOBITIRESN TS,
9.7 INR
9.7.1 6 EDINE
(7.2 B8]

9.7.2 (BEHEMRER. FER. 1TRKRBOER
EANICBWT, EBHAEKER. LR, 1FERHOA
WRaNRE UT-EREBEITER L T,

10. HHE1ER
AENZ. F & UTEMRBESRT b7 0—L4P450 (CYP)
3A4TRBIEIN S, [16.4 ZE]
10.2 HEEFE (HAICEETSB L)
HAL%E g PRREIR - HEE IR WF - fERET
7z ) NLVE|RBOERPEET |7 /) N)LESY =)L

5= BBENDH B, CYP3A4ZFHH L, #FI
[16.7.1 ZH] DREPEEEN 2.
11. 8lfEA

ROBWERDPHoDONBHZENHHD T, BB 2 +7IAT
W, BEPRDSNIGEICEEREERIET 54 bk
WEEITS &
11.1 EXBEIER
MANTPFT45FY— (FHERH)
11.1.2 MEFE GEETE)
11.1.3 BUEERTA. BRK. FTEERE. BE (LW INLHEEAH)
MNAPSHERRKIFFEFMBEE (Toxic Epidermal
Necrolysis : TEN) . FZEtEIRARIEIREE (Stevens-
JohnsonfiEfRE) . ZAIHE (V231 &EEEARH)



11.1.5 MVViRIRIAY (SEEEAEA)
MEPERE LT, &3 B, KA H MO H

£l 67 AU E2EARR/NERESMEREICEY TILAA L
A A 4mg & Z2IE R EEIRE R SR O TN FHLIN T A — %

rﬁ‘iﬁ% 5 bﬂ%} :. t 7’33\@ ;.;) o %*@éﬂﬁg AUCpop Cmax Tmax t1/2 AUCpopO)qu:]HZ
11.2 ZOtDEIEA T A—=%|(ng - hr/mL) | (ng/mL)| (hr) (hr) | (95%(Z%EX[E)
— 67 AL
i 0.1~ 59K __ BEAH 1EEi | 34709 | 5835 | 2.07 | 3.4 135
BEE Rz ;;Eﬁ%ﬁﬁxﬁﬁwﬁ NREE | [499.3] [84.8] | [0.28] | [0.36] | (0.97, 1.87)
i (n=12)
WRER [T, (B R, BAHE. BEAL. 1k 30393 | 4701 | 234 | 348 Lis
gi‘iﬁ%g bﬁjl}ﬁ?’\l.g)i L;?E( /J(Xai?f‘ [212.5] [40.71 | [0.14] | [0.20] (0.97, 1.44)
] (5} <F )~ 1 —
e = 67 FLLE
ﬁ g Fﬁﬁ;%ﬁf 2R 3226.6 5144 | 224 | 3.39 1.26
. RAEET, R, ANREZE | (25000 | [43.1] | [0.14] | [0.20] | (1.02, 1.54)
AT, FEER pERE . 11 | 10.141 | [0, 02,1,
n;uu&gg _ Wﬁﬁ%ggﬁu B | 2569.0 | 279.0 | 339 | 4.09
HILER | ™R B8R, BANUEL BHIERER. OW% (n=16) [165.7] [26.5] | [0.20] | [0.17] )
B HRUT MERE RS BRI 151 & A (HISE] (REMARE S 7 L7 %
L3 N N4 VAT —5 14 2 75 OmgZe IS B R 4 5850 7 — 5)
Ll MMEERR, ASTE (2) 285l F6R KRN RS LWEBEICEY F LA
o ALTER AP F 27 7 EEAmg 2 EEEEER R L & 5. 85
A v-GTPLA. & 2RI Conal = 513 U= BRHERLA (£ 25 LA 2 b
— YYLey bR S T4V LT—T 14 ¥ 7HE10mgh) ZZERRS) 1IIxT S
ik : ek R N INERELIEBEEDAUCKETHE (90%/EHX )
T Ofth OV, PRI, MR b i (5, 3R 121.05 (0.90,1.22) TH -7z (£2) FHEAFT—%) 95,
R FHE. BRE.\F), G BEER R %2 2RLLLORAM N RRELHEREICE L 7 LAR b
RMBRECHDN, REE. B B, Y BE. F 27 7\ §4me & I RE R EHE LIS B O IR BE ¢ 5 X — &
7YY ]\J:ﬁ IR Y g e AUCpop Cmax Tmax t1/2 AUCpop@EFié]H:
E) BIEROSEE X, $85. F 27 7IVEEAL. fkiE o ENEE /%7 X —% |(ng - hr/mL) | (ng/mL) | (hr) (hr) | (90%(E#XFH)
RREBOERZEDETCEH L, 2Lk
a ORF A 2721 471.01 2.07 3.17 1.05
14. BRLDZFE N EE [164.4] | [65.27] | [0.30] | [0.20] | (0.90, 1.22)
14.1 EHIHEFOER (n=15)
. S in TN 2595 | 283.71 | 336 | 4.09
14.1.1 A7, BROFMI-poh 5 THRETE 5. (n=16) | [164.5] |[54.35] | [0.60] | [0.09] .

14.1.2 KHZOICEBANS >, AT —VIRBREDES
WaEY (ZELUTR) EREETRBAIAZENTE %,
F/AS—2 1 (J95mL) OFE I L7 IZEFL
(ZBEDT) LEY¥YCREATAZEDLTE S, RAIR
FRIIKZ EOBBIETBIL TS L\,

14.1.3 KHIIRICARETH 5720, IREOEMITEZSHE
THEET. BEEESIC (155N RAT S
Lo Zor0EY, BRI INISAEREE-ES
L, MEETICESIC (159LHIC) RATAZ &,

14.1.4 FHNIHICARETH 570, BoELEW &,

15. ZDthDER

15.1 RRERICE D 1B
7T Y AR IR R B4 1 5RER 2 R IS AT 21T > /2
R, AFRER,0200lH 1Ml BT EHZRSENSRD
NI LT, TIEREE7,7806IcB LT HK S
Bl onzhr-7-0,
F7z. 7T AR KR4 ER 2 TR I AT &
To7- /R, TBEICHEET 2FER (REE. FHlEE
%) . KRS ELL,6736H3194] (2.73%). 75
+ ARBER,827HIF20061 (2.27%) ICBWTRDH SN
M. MM LEERZRTOoNEN 722, (85 &
f&]

16. EMERE

16.1 MoEE

16.1.1 BERS

(1) 67 AN E2EAHNEGESTHEBREZEICESTILARA S

MRl Amg % ZEIERF B AR RS Lz & &, B 555028
B REMEEFIEE (Cnax) ICBELREL, MEEFEE—
R EAR NEE (AUC) OMFigH (95%EHEX M)
3. BERAICESTLVHA NI A VLT —F 1V T§E
10mg® ##HE5 L7z & Z1ox Lo » AN 2R/
[ELMEBRETIZ1.26 (1.02, 1.54). 61 AL EIRER
N RE S MEEETIZ1.35 (0.97, 1.87). 1%/NRE
SEYHERETIZL.18 (097, 1.44) TH-7z (El)
FFEATFT—%) 34,

REEFIZEBEARIMAIC X HHEM (FHERRE] (BRERAIZES T LA A

M7 4 A T—=T 1 v ZEEIOmEZEERF B AR I 5RO T — 7 )

16.1.2 R1E%S

(1) BED 5 FERED 1KLL Eoreki/NERE LB EEIC
TV T A A MikAl4Amg % | B 1 E4EMEORS Lk
DEYTNVAAMMEFRE (1EEH720RE%1.0~
2.1 H 250 IE12.0~ 209K D 1 B E) 1. RN
WCEYTIUAARNT 4 VL T—T 1V 78E10mgE &2
WL B4R NE R ESX M EEEICE Y TV AR
b a7 TEESmE® 2 REOHRSE Uiz & & DR MmEEH
BEHES AT L7z 7
(2) BFED & RERED 6L SRR/ NE R E L B EHIC

EVTIVARANF 27 T IVEESMgE %1 H1E7HBE &R
REZEORS L&, |HERBRS®3.1RE, 7THEIZ
F 514443812 Cmax (630ng/mLK& 0U'628ng/mL) 123
Us ERFEEH (te) BnIThdBXZ4BEMTH - 72,
IHEXRU7HEDAUCo2ancld Z# N2 N4170ng * hr/mL
KU4910ng - hi/mLTH -7z, MEEFRICESTILAA b
FIEEAEERB LW ERBSNTZY,

16.1.3 &E4PFHIEEFHEHER
EYTIUARX MMRIAmg [ 37 7] &F 7L Rk
dmgx. ZUAF—N—@EICEDEhETNIE (EVTL
HALELTAmg) BEMASFICHEEREREORS L
TP REFREZRE L, FoN-EYEHE/S
A —% (AUC. Cmax) DWW TO0REMHER LIS THET
FEMT 21T > /%558, log (0.80) ~log (1.25) D#iFAMN
TH 0., WAIDENFNRSEEPTHER S N7,

HEINT A —% BEINTGA—4

AUC0724hr Cmax Tmax t1/2

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

EUF AR MR 1546.76 256.95 16 4.54
4mg [ 377) | +314.44 +3954 | +05 | +092

o 1561.22 239.50 17 479
FTVAMMANE | ey es 44387 | +04 | +068

g +1E#ERZE . n=20



(ng/mL)

350 FHEEFEE, n=20
—@— . LA NiAmg 7377 ]
--O-- ¥ 7L A#I4mg

300

250
200
150 | £ L

100

BIEF BT NI S AR

50 ff: N

12 16 20
FRE R

MEEFEEN FICAUC, CradED/8T X =713, #EaE
OFAIR, MR OFREEIE - BEZEORBEMEICL->TE
2 BAREEN D B

16.2 RN

16.2.1 BEDORE

(1) BERAICEY T LA R MIKA4mg % &% (R) B

EREOHREG Lz &, BRI CREMTEFEER

EER (Tmax) (CF3) X 1.6ERAD 55.0/BICEE L.

Cmax (F#9) 13251.6ng/mL7% 5 154.2ng/mLIZ39%iRE

B U7z AUCow (1) I13Z22/8RE1449.1ng - hr/mL%

UR1#%14449ng - hr/mL. ti2 (FH9) 1$22R8RE5. 1 R

KOBE#AZHEMTH 7219,

R AICE YT VA A MK Al4AmgE 7 v TV —

CHICHERORS L&, Y TILA A MR A

Amg B 5B IC AN T Tmax (F39) 132,182 53.4

RFRICBIE LTz, B SRR 0T v LY — AR #

58D Cnax (FH) X3ZFN£N198.8ng/mLEV

182.8ng/mL. AUCo~ (F#5) 1£1223.1ng - hr/mLK&

U'1225.7ng - hr/mLTH -7z (HEAT—%) 19,

16.3 210

16.3.1 ZBES

EVTILARA IO MIEEA L OFEAHIL99.6%T
Hotco EVTIVHAHAMNIEHNLZEBEOT LT I VK
Ca-BEEEEEOWMHIZ99%LL EiEA L7z (in
vitro) W,

16.4 {{z
EMIBUAEYTUAANOEEREYIIMEE X FILE
DIKBEALERL R Y DVALRAF L o BEOKBILIETH > 72,
INneREUOEBICIEZENETNF b7 a—L4P450
(CYP) O FHTdHHCYP2C8/2CORU3A4NEEL T
BY. CYP2C8HEVTFLHA NDOFER#EBERTH > 72
[10. 28]

B ICHIEE X FOLEOKERILARIE AV AR B R E TRR{ERIR
HEZIFDIENMHERINT WD, In vitroiERIC X VIBE
BroMmETREETIE. T2 T H X MICYP3A4, 2C9,

24 (hr)

(2)

1A2, 2A6, 2C19XU32D6%HE Lis W EAVRE N2 ~10),

7z, in vitrofBEICE D EY T ILAH A MICYP2C8%[H
EFTBHIENRENLZH in vIvVOILBWTIZEY T ILH A
MIFEICCYP2C8TR# SN A2RENLHEFTHI OV
&Yy EOBRKEMHEEEMARE T, CYP2C8%HEL
W EMREN HEAT—=%) 1D, LizF->T, £
YTNVARXMECYP2CE TR N LA Y7V ¥ F &
V&) ORBICEELZ RITSBTNWEEZSN5,
16.5 #Ett
16.5.1 BEEAAICE Y TIL A A b H FEILE400mg™) % Bila)fF
A5 U7z & ERAISRERIIEH S ik 5 7218,
16.5.2 BERAICUCEZE Y T LA A A P2 ILF102mg
ZBERORS U745 H B O3 % O R AT REBEHE R
W ZNZTNH8EN K V0.1%TH -7z HHEAT—%) 19,
16.6 HEDHRZHIBEE
16.6.1 FrikaElEEEE
BEPOHEEOFKERTOH 5AFELEEICE
YTNVHARNT 4 VLT —T 4 7EE10mgH & BE§E
A5 L& &, AUCow (F19) I ZRERA & HNRT
A1%EM U tie (F19) 13478 D 5 8. 6B ICER L
7= EAT—%) 20,

16.7 E4EE1ER

16.7.1 Zx/NILEI—)L
B AIC7 = /N —)1100mg (14HEKRE) 2
BOH/ELzEE, EYFUHZ M Omg® (B[E) 24
ORBICKVHATHEESTILHARMDAUCL-IZHK
40%mP Lz (HEAT—%) 2, [10.2 28]

1672574740
BEBACECTALAAMN DT LA ZERHE
(200mg® =1 H1El6EBKRED 5 \Vikl H3EI8HEK
B/) TROFS L., 7474 > ofRO#KS (250mgH
[m) & 2WVIZEIRNES (Smg/kgilE) AL E E,
mMEEHTFF7 4 VBREVETAROSNINF, £V T
LHARNT 4 VLT —F 4 > 75 10mg® (10HERE)
ORLHE T4 7 1) »5mg/kg (HE) O#IRNZS
OATEMEFT 74U VBEOELIIRDSNE
ofe (MEAT—%) 2,

16.7.3 L RZVY, U RZVOYV

R AICE Y T A A F200meg® (6ERKE) &7 L

F=v>20mg (HE) #RO/EGICLOMALIZ L&,

TLUR=ZVYOAUCo K EERB#I TH BT L K=Y

OOt BT RBEREBE L TERIETR LY, £

DI DEMEEE NS A — 5 1B Ldm D> Tz,

FERLAICE Y TI)LH A R 200mgt) (6ERKIE) & 7L K

=—vur20mg (B[E) Z#RAKSICEOHALEZEE,

TURZV VROV RV oy OREYHETVTND

EEEZ Il HEAT—%) 23,

BOBEFFE (TFZIVIRAMSIA—IL35ug//IVIF

> ROY1mg)

RBFERAICE Y TUAA M100mg® (8HEIRE) &40

R (TFZVIT AT IF—35ug// VITF VR

oY imglE) #RBROBSICEVMALLEE, 5=

LVIZANSIVF =LK VIF Y Ra OB e

WIhOEELZZ T ah -7 WEAT—%) 2,

16.7.5 IJAFv v
BFREAICE Y TILAA M Omg® (THERE) &3
F20.5mg (H[E) 2EOFBSICIOMHLZEE,
GERGED IX YV OENHRIILEEZZ T LD 57
HEATF—%) 29,

16.7.6 DILIT7UY
BEEAICE Y TILA A M Omg® (THERE) &7
779 »30mg (HME) 2FO/GICIOHALEZEE.
TLT 7y OMBHRENRESEEEZZ T L o7,
T, Tuba Y EVEHAOEEL Lo (BHEA
F—%) 2,

F) ARSI NIHERUCHERR,
AmgTH %,

17. ERRAE
17.1 BHURURLEICET B8R
17.1.1 BRREAESHER
L& 6RO/ NEREMEEEICE S TILAA b
HhIAlAmgz 1 H 1[EISEE S U 7z EIP R REER O R 13
TROEBYTH 7207,
£ DRDEomRIM/NESE T MERE 2 RE Lz
] PN B PR R B D B 2D M AR

16.7.4

Lk L E6 AR O/NRIC1[E

o : :
e () HE s
/NFE(EEIEL 7.98+9.26 -4.03+£8.18% -5.49+8.09%
(1 2i8) (66) (65) (65)
HZDEE 19.98+£1291 | -6.81+11.91+% | -8.54+13.21%
(I 238) (66) (65) (65)
EEI=E 58.28+42.42 -4.17£26.49 |-11.80+17.93*%
(%5 238) (66) (65) (65)
T LEERE, () P

ANFEIEEEY - BOIRIEY S D . BORERMNEREZ LD 2 & H 2RO E
BERY  NEREZMEIRE - BETA R I4 220001CEDE, JHHZE
DIERIRILZ LT L7z il
T IR=Z25A U eDELE
F:p<0.001 (BZEHEDHE, EAHRTE)
BUWEARHRRIX1.4% (1/7206]. FE%ZE) THD. R
BEEORELEI LD 57,



18. ERhEEIE

18.1 {EFREERF
EVTANARNE, YATFA=Zafa b)Y ¥4 71
ZHRMAE (CysLTIZBE) 1GBIRICHES L. RIEER X
F4 L —4%—TCTHAHLTDsPLTE4IC & BIRREATRZI/ER
(REZIHE. MEBBEEOTUE. RO SIEE) 20
FT 2, COEAKFICEDE, TEVTFILAR MIRKER
ER&E LT, MEERREOE Y DRTFZ2HET 527,

18.2 LTEBHFENER (SBHEEHR)

ZHRMEEGRE (BT Y MEIRE. U937 iufE & O

THP-1#fafE) <. LTD«DZRIEEE 2 RAICHEL, Z

OERIIMER I L B2EELZ T RP o/ LTCaRY

LTBaZH 9 2 ZBRIEIER L35 H 5 7229,

SEZINHENEER (EHiE2E R UEEER)

TILEY MEHSEICB T ALTDOUUHE % 5 A RICPHE L

J2o E20 BILEY PROY AP NICBVWTLTDESGHESE

FIGER IS L CBRAP SR L HEER 2T L.

—F. BEYFIUAA NI LTCs (LTCsORBEZHEL /-

FHT) X 2MHBEROIEEEE L R o7z, Fi2.

TLEY b2HAVWELZY IV, TIFRNUEE, ko b=

VEOTEFLI) VHEHOTEZIEEIZEASHEL

o128,

18.4 MRFAFIC &L DR/ ETINEINFIVER
BELIARZMES Y by BELEY FRTY ZAFILOH
FEEFIC K 2R E GRS % B#IRN %S R OROKS T
MHIL 722 29, A OBEKREICB VLT, fE#REICES

18.3

BB OB SISV SN & 2 M Z N T75%. 57%HH] L7230,

18.5 BNBSEYR: NEREIRE STUNFERIN (34 I B HIHIEA

BAEY AN OFURFEFIC & 5 BRI K OB FE S E I

SIS % R %5 THIH] L 7228,

PFT745FY—YavIICxT BHHER

BEELEY POITLTIVICEBTF 74 T7F T —

a7 ZERENTHIEI L 7229,

18.7 FhtkREDTIE{ER
BIED O PEEOEBEREIMEREICBVT, IWERD
RANSmEZE L3,

18.8 IFEAIRICXT T B3R
BEP?SPEEOEBEIEIREBREICIBVT, BRPO
FBRIRIEEEZ T RICERTHERIET S E/, FERIC
BN /NREEIC BT 2 KM IR RO ARICET S
-t}_—f:é) \31) ~33)°

19. BT ICRT BIEEFHRR

—MREIEIR BT LVHAA N F YT L

(Montelukast Sodium)

k%4 * Monosodium{1-[({(1R)-1-{3-[(1E)-2-(7-
chloroquinolin-2-yl)ethenyl]phenyl}-3-[2-(2-
hydroxypropan-2-yl) phenyl]propyl}sulfanyl)
methyl]cyclopropyl}acetate

18.6

T2+ CasHasCINNaOsS

7f&E 608.17

H R ARIEHE~MBEAEOHERTH D, X¥ /) —ILK%
ULy =)L (99.5) IZBHTHEFPT < KITHE
FRd 0, MEBHETH S, Kok THEBIZET
%, GRBEVTEDONS,

{bEEEE
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