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1. 1. 719, &8 2 7 9ol
11. 7149 2 /A3
1) AHAEFLE ZFEIEF R E(ZEHILH RO E)/ 2R EFv24E (A9 3 wERESA)
o] JHFEFFAAZA ICSHE Aoz AR & A4 Fxe AIE 3 NAEE Y2
ZA49 1ZEFEFAY.

- Muldipharma Research Limited¢} SKP(SkyePharma) & & 7]
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2) EREEZEI QVoE
. potent anti-inflammatory activity
. wide range of inhibitory effects on multiple cell types (e.g, mast cells, eosinophils, neutrophils,
macrophages, and lymphocytes) and mediators (e.g., histamine, eicosanoids, leukotrienes, and cytokines)
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3) LERHEFUZ NS

. long-acting selective beta2-adrenergic receptor agonist (beta2-agonist).
. locally in the lung as a bronchodilator.

. In vifro studies have shown that formoterol has more than 200-fold greater agonist activity at
beta2-receptors than at betal-receptors.

an inhibitor of the release of mast cell mediators, such as histamine and leukotrienes, from the human

lung.
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O 9= : flutiform 50/5mcg, 125/5mcg, 250/10mcg, Napp Parmaceuticals Ltd (12.8.223]7})
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1.2. F=F&71A
« ZAIZE Z8 BEFAI(LABA) + ICS
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21. FZAARA-EY3eH A4
1) FAEARR

7}. fluticasone propionate (corticosteroid )

S-fluoromethyl  6a,  9-difluoro-11f3,

17-dihydroxy-16a-methyl-3-oxo  androsta-1,4-dien-17(3
-carbothioate, 17-propionate

. C25H31F305S . mw 500.6

. white powder

1. formoterol fumarate dihydrate (selective beta2adrenergic bronchodilator )
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. (£)-2-hydroxy-5-[(1RS)-1-hydroxy-2-[[(1RS)-2-(4-methoxyphenyl)-1methylethyl]-
amino]ethyl]formanilide fumarate dihydrate
. (C19H24N204)2.C4H404.2H20.
. mw 8409
. white to yellowish powder,
. solubility : freely soluble in glacial acetic acid
soluble in methanol
sparingly soluble in ethanol and isopropanol
slightly soluble in water
practically insoluble in acetone, ethyl acetate, and diethyl ether.

3. 3. &+ #A3 A H
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1) AEAE : A7|HRE 25T /60% 24709, 744 40T /75% 6702
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41. N &
1) @3 FA5949
= oA=
2) WHEFASGA Y
7b AEAE
@ (855289) /N, EFE7FE+EXZRHE 1/10, 2/20, 5/50 ug/kg/day QD(1lhr), 135 &Y
-NOAEL 2/20ug/kg/day
@ (855332) RE, EFEHIIE+EERHE 1/10, 3/30, 10/100. 0/0ug/kg/day QD(1hr) 135 &
@ (859390) 7, EFE7IE+EEREHE 5/50 2/50, 5/0, 0/50 ug/kg/day QD(1hr), 1357 &
-NOAEL 5/50ug/kg/day
@ (855538) AE, TFE|7IE+EZE2RHE 30, 120, 25, 250ug/kg/day QD(4hr) 257 &<
© (858063) 7, EERHEHFA) vs LE2RHE(FIEHY) 1.5 7.5 20ug/kg/day QD(lhr)
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- NOAEL 1.5 ug/kg/day
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5. 5. Fgfzgo B3 A8
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o] %“E}Xﬂ«l Hy gFoz Fxle] o] 2R o= AF 19 F 5o &84S
ZHE 5= ATk (9l 250 pg/10 pg FJA - 1¢ 28] F9)). Ha &5 AFe ALY
50 ug/5 ug 1A NARE FAT 5= lom, 124] o] HadoAle Fostoirle <k Aok

124 wgke] 4ok

ZopllA B 888 T3 Aqe flor 124 v|vke] Aol gk Fof HHE=
AgHHoleZ o] AAQ] HEFFE 124 mgke] AolollA] AREA] gk=t) o] AA
= °]9} 2 Lo} oA Fofstorl= <t Bk

125 ug/5 g A | 4910 124 olgel Yande] 94§19 2312, okdnt A 23] Lk
20 ug/10 g YA | Aole] PRk 19 2812, ok Aol 28] FYh
55 g

= F 2SS QITHARSS oAk 2=). o]H$k SjllA] Fof A
TR HA 8 S AF3l S8 AT F AEE FUIHE IRE BUHR A &3
S 3= ZREPRET FERHEY dRE dxdoZ 7 RS AR AAEY FZ9 7HEH BRA =
=0 7H & ok

61. YHANBAEH
- SRR ATRA6E7HE2) 7N FEe AEES AEF
- EMEA 37}3A A EA 25 H A 2012.9.13
- AEAE 13 13, 24 143, 34 94
- 3% YA B @AY pivotal A1E, 17 F7] HHAZAIFE, 4719 supportive A H)



Pivotal study : flutiform(FDC) vs combination therapy, &3 Al @ A5 (FLT3503)

Pivotal study : flutiform(FDC) vs ©d 2, 371(3001, 3002, 3004)

Z¢7] kA A1 (3003)

Supportive study : flutiform(FDC) vs combination therapy, 371(FLT3501, FLT3505, FLT3502)
Supportive study : flutiform(FDC) vs &YW (ZFE 7<), 171(3005)

- 4 (Pivotal) YFAIR> F2917E, ol HAI AN, supportiver -2 F2H9ul A, F7HA1 A
o2 FYH AT FLT3502A F2 3 A& (core phase)$} A7 A] 3§ THA (extension phase)Z U3 o]
HEo AoR X2 247 A EE AT} 71EF supportiveAl o2 EFEZ 2 /AL A 2§ SKP
STFEIES SEWME SFETHEFS] BluA ot
A5~F 5% AASA g Alg-S 273001, 3002)3 FEE~s5 JAFA U AL 373004,
FLT3503, 3005), B5~F5E~5% A 3PS 471(3003, FLT3501, FLT3505, FLT3502)°] X}
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FLI3503A @ol X SR EL S2ENEFEabols R+ ZaveS@ad 22yo],
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7. 7. =3 7tE 3

- d 3 2012. 822 &7}
- =9 2012.7.16.

- 299 2012.8.23.
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