2019412 A SlET (B8 1hR)

IRAR T O RinEEEH

BT RIERAE
BYHA - 3

TJIWFAYYTOEFT VBEBIATIVRSANDT—AINS—

I R505122

I’ FL 10054212
TI’FL 2005292

Flutide piskus

|EIXS
Uy E -7
) EE-EMSonss
ICEDERAT A&

HARERmORES

87229

P

S0ug 100ug 200 g
KERES | 21300AMY00450 | 21300AMY00451 | 21300AMY00452
BRFERAME | 20022 A 2002 1 A 2002 % 1 A

2. B2 (ROBEICFIZS LBV E)
2.1 BEMEHAEAOFEE L2 WERLE, FEFEBEEDRE

DERZIBET Z2BZNDNDH 5]
2.2 BEIORAF U GRBIEDO B ER D H 5 BE

3. #ARk - MR
3.1 #8r%
P 7&94Fw 7&94Fm0 7&94Fm0
T4 AN T4 AR T4 AN
17V Ry =R |1 TYRAY—F |[ITYRAF—HH
S INFhY T ZVFhy a7V FhYy 7 a
YA VI AT IV A VBT AT IV EAF VBT AT )L
S0ug 100ug 200ug
A | AR
E) KM E L THERRE T,
3.2 HEIDMHIX
Bz 4 7)\1194 RF50 7}1574 K100 7)%7»( 200
T A4 AN A T A4 AR T4 AR
B - IR | B EDO IR A KA
4. FHEEN (I FHR
SEXmS

5. MEENIIZIRICEHET BER

5.1 8EoFRMEIIHLTIE. RAIZFEHLZWES BEL2EET
5L, [8.120E]

5.2 AAIOHSHBENICIE. BEOMBIER % B R E 72 IR EE
ICLTHBL L, BHiC, MERFERREEIHE DS LE
{LIREED & X ITIFFRAIE L CAFIIER LW &,

6. FERURHE
BA(ZILIA R0F 1 ZAAR. TILIA R10F1AHR. T
W94 R2007 1 AHR)
BAICIE, ZLVFAY T ult BB A7 )L E LR LE
100ug% 1 H2[EIRAST %,
mB. ERICKDEE#EEKT 25, [HORARKSEIZS00ugZ
REET 5,
INB(TILI A RE0F ¢ AAX. TILIA R10057 4 AAR)
NRICIEK, FLVFAY T ut VBT ATILE L CEELES0
ugZz 1 H2EMABKET %,
B ERICKDBEEERT 57, |HOmRARSEIZ200ug%
REET 5,

7. BERUHEICEET 3FR
TEROBEN A 5NHBE L. BB ELER/NROFE THRS
T5ZE,

8. EELEAIER

A ARFNE R BRI FIR L WK D ICHER T 2 B CHERAYIC
HHT 2ERF 20T, EROLWEETLEABRAIEL <fEH
THRLOBEERRET LS L, Foy RANIRE Lo RELHE
RPN T 2EATIE L VLOT, FIERKBRICERT 2588
RIEBY TR A B2 (5] Z XA UL 7 % & — ViR ) &
DA DY) % FeA 2 5T 2 2 Lo [5.15H]

[e<]

8.2 AHOHFESHMTICHR T 22 0FRMEITH LTE, FIER
TR 1S R R R BN BL A B[R & o fth o B Y] 72 B % (FFH 9
HEOBEREET S L,

T, TOEROFEHAENEMLZD. BWELS+ITRLS 5
TEEBEUONS, HEODEENS+STRVWTENEZS
NBOT, A RIES»ICEBEBE2Z2Z LIAEERD S LD
ICEBEERIFET A &,

COEI RRBIHMEOEREP A2 >TNDE T EERE
L. ZREEOEGHVEDP SNAEREMEDH 5D T. KREIDOHE
EXHHVIIRELIER - 25% 270 NElZ5EHB0tH
L. EEROBRICEDE THAERZRAICHET S &,

8.3 Bz o MEEROEENASNBAICIZ, ATHA R
BEOBRLEBYYEDRBEEZERT 5T &,

8.4 AEIDOBE#ERFIT B EMEOAMLEEZL T &
BHH5DOT, BHE52HFIET2HEICEEEORKBEREZBHEL
BEROHRAICEEL TV T &,

8.5 25 A5 04 NEI& it UMTEEMH IZE WA, IRARTOA
REIDOHREIC KD LFWEOIER (7 v ¥ > TREREE. 7y 7
BREER. BB EREEME. NEORERIE., BEEDKT.
HABE, fRPRE. FOESIREREIRERE 2 & &) HBET 20
BESHZDOT. MARTUA FHIOBRSEIZBERICHEZ
I hO— L TELELRHBICHETAZ &, RICERRB. K
ERSOBAICIIERNICEEZTV. 250 ERPRD 5
NEBEICRBEOREERZHEEL AP SBRAICHET 54
EHEUZMBEEITO Z &,

8.6 25T 01 NHIOHEIZAH OMAFBBERDOLE %
ATHRAZIITI. BRICHIZ>TIE—ROAT A FEIDOEE
BIZET B,

8.7 AEIZ&TMART OA REIEERZIC, BEL TV ERER
TH 2RI ZFME K IERATFEREICA 5N S0P ERERE ZE
BENIHOEDLNEZ ERDH B, TOERITEE. £28E2A570
A RAIDBEIL OICEERICE-> THRIELTHB D, KHl & OEREN
REEBRIIFEL SN T VARV, KFIORSHAR I, FREERE
OB, fOIFEEIREZFHINE RIENFEERR (LT, 5
2, BEE. MoBESOMERMERS)ICEET S L.

8.8 252704 NEIOEEL FCICEICE-> T, BR, 185,
HRZ, BE. B3, BRE. Ho3 T, BEAZOERY
KR -EWEITZETDHIDT. COXIBIERYHD 5 b
BEIITEY R NBEITH T &,

9. HEDERZHIZEEICAHT IR

9.1 GHHE - BIMEEEZEDH 5 EE

9.1.1 BEERBDZE

ERZHEET 2B TN H 5.

9.1.2 BRYE (BMEHMEFOFELBVRIME, FENEREZ
IR<) DEE

ERZHEET 2B TNDH 5.
9.1.3 HERRDEEZ

ERZHEET 2B TP H 5.
9.1.4 [EMRDZWHELNVES

KB DN TOEH ZHEEICT B 2 ORAI DAL > T\
TN D HIEERD Y B THAIZERT B & K.



9.1.5 REIN[EKEDEHERAT O FEEZZITTVREE
2HMERATOA NEIOREEFILCICEER R S IS L ERERE
ZITV, SME. Tl BREBRYEEORBICEIHITERZT
ST k. o REFONI—FIICLEGHERAT oA FAIOHE
B2752&, INSDBRETREBEREREAZEZ>TW
HIEMEZOND, [13.15]

9.5 #1147

PEIR SUSHEAR U C WL 2 AT REE D 8 2 A MR 1T,
fafEt e b5 s N 556

BE_ EDF D

WCOHTET B &, REITK

THREICL2HYWER(T Y N T X)) TRIBEEAT A
FANCHE L7 HEFRE, REOEBEIHAASN, Thos DT
R FICBVWTEVAETHRT 2 EPRESN TS,

9.6 &R

PR EOEHREROCEARBORRELE R L, BAOMEE T
HIEEBET 22 L, 7T AT TuE A VBT AT IV10ug/kg
2Ty MIE NG L ESITHITHFANOBITPIRE SN TV S,

9.7 INR

9.7.1 RHIE&®RE T 258 IC3HEREIEEBIIREZa > b
—LTEHmAHBICHEIT AL, BREORBOBE

2+51T5 2

Lo FRAERICHI o T, HAKEEZEL L 5
5L, EMATOA NAI& HLELL AR

RV, A

ATuA NHlZRICRHM,. KBRS T 55 EICHRELE:
ElITBENDDH D,
9.7.2 BEOREZTDICBE LSRG ST Lo SARmD
NREZNR E LBRABIIER L Tz, [17.1.258]

9.8 S

BEOREZBE L AP SEEICRET AL, —RIC, £
BERESE R LT W5,

10. HHE{ER

AANE. F&LLUTCYPIAATRI#S NS, [16.45H]
10.2 HEAZFEWHAICERTSHI L)

HHI7E

E AR - 1B R

WF - fElEE T

CYP3A4EEE
HzEEY %Al
U hFEILE

BBEERTO A NHE|
AeBEE LG E
FIREOER P H 5 b
HHREH D B,

Rlig, Y bhFELET
VFHI > Tart
g T 2 7 IVEIF| O G
&0, Ty v NE
BB, RIB R EREET
HIEPRESNTVS
DTy JYhFEILED
PERIZIRE OB R
MINSDIERFIED
fa bt & _Em A &K
SNAHHHICRDZ &,

CYP3A4IC &K AR @D
PHEENSZ EICED,
AEO MAEED L7
I HREED D .

J R FE IR WL
CYP3A4IHEER%H
L. UbrFELETL
FhYrTar vk
I 27 VB A L
7o BRI IC B L
T, MA7LFHI >
Fak VBRI ATV
BEOKEL LR, £
7oA I )LF Y —LE
DELWVERPRD S

NTns,

1. EfER

ROBWERDHS5DNHIENHHD T, BEEZTFIAT. BHE
DROLNTFEIIIRE 2T 570 SEY L LEZITS &,

1.1 EXGEIER

7FT45F - BHERH)
TFT7 4 7F - (FREE, 250, MEFE SHZEE)
BoHobhdIENDH B,
11.2 Z0thDEIER

0.5%~ 2%k | 0.5%K1 RETH
o %5, ARG, B
IR 2
U R OV S| 1 1 ORI 70
e R | v v mR
NI -z
D%%%L@ﬁ\%ﬁ\ﬂﬁ\ﬂ% Om &
W, BAUE). B
7
- B . A
(s e
BRGE. &
BEBER 2. SRR,
Ko

0.5% ~ 2% 0. 5% i SREEANEA

Bk, WHE. 7
B SETE
I

2R 45 (R

Z DAt H M%)

FERBERE I I ERSEREOER 2 & T
) iR E B B B SRRA 2 5 59 5 70 E OB Y) e B 21T

ST,
13. BEHES
13.1 fER

BERSEFEORERVCHEZBALEBE)ICKD., BIBRE
HENHZ025EOERAPALNE ZEND . KElZBE
POEMBGA L/NREICBEWT, I, ROFNICES E
WET. E2rELR ST 2EMEIBEEREREDREY
WESNTV5D,

BB R ERESIIH SN TWABEICBVLTIE, M8, Fif.
B, AR OSRLHEREICEREEIBEEREREPFEET
BHATREEN S %o [9.1.58]
13.2 W&
BERSHICAF 2 HET 2BIE. BEOERZ+DITTVE
MWHRZIITHZ &,

14, BARALEOFR
14.1 BERIZHIFDER
14.1.1 IRAR]
MBHICIERARASZE L., A ELZ2EET S &,
QARANIBFED /-0 T IV IFHEINTWBO T, FHMBERIC
T IAEEZRETALHEET S &,
14.1.2 IRABF

AN OEANDHAZRSIZOAEAT 5 2 & (FIRLTHE
EA5NEN),
14.1.3 IRAR

KEIMAZIZ, HYDPVEERET AL HBEZIBET S5 & (D
WNH Y IPIREXIZBEOFHDIZ0). 72720 DDV REE 2
BEICIZ, 20Tl AL, OBERN2TITCEIEET S &,

16. F4ENRE

16.1 MNRE
BERANCTLF AV Tat VBT AT LA0ug % MAES Lizf
F, #5%309 CREMEE (0.28ng/mL) IZE L. & OHETH L8R
BIZIE, 3 IFHHERE(0.05ng/mL) IR TH - 727,

16.3 5310
MEFEABERIZI~5%TH - 729 (FHEAT—4),

16.4 {5
BERAICBITZ7LFHY > Fad VBRI AT LEOHRSEOmHE
BZRBWE, 178-INARVBETH D, RETIRLTB- NIV A VEBIER D
ZOTNVTa yBIaEE, R TIERBIC X 2 RKREERTL178-7 )V
RUBETH D OHEAT—%),
AENTCYP3A4IC & - CR#EZIF 5. [10. 58]

16.5 Bttt
BEBAICH-7LF 7Y > Faes VBT AT )V Iimgx EO%5 Lz
By IBEAERENT, FRAOBHIHIFERDLT~97% % . IR
RERERIISRUTTH D . ZOKRED I3RS RBRHE TICHRt s hz
HEAT—%).

17. ERARAGEE
17.1 BHMERUTREMICEIT B5HER
17.1.1 ERERFRER (RA)
HEHBRZ & ORASE XM ERE30FO I 5 7Ly A4 Ray 71
AT DA (PEERELL L) 1379.7%(295/37061) TH 5. Fzv AR
ERMEERE (8 - PEE) 2 HRETIRERBICBVWT, 7L¥ A R
5574 A7 1E100pgl H2EXIEARZ7 0 Xy Fast VBT ATFILIY
V= )U1E100pgl HAE 2 LA S LizfER. 7Ly 4 Ruy T+ A7 135
RemEE, BERLEROEREY & b ERICEN-BENIE LN,
) B RUGER | BRER. B2 SE. MkERaEmR. R0
R O BE DR EZREINHIIT L. HEEES LR O7EE CHIE
1.EHNE 2.7EERE 3.BENE 4.8% 5.0 E/t 6.8
7. EREN
BHEZR2E © BIEA. ME - iRIEEVCEREEREICE DS, HYE
EliAS LR DA RS THIE
1.Z2TH3 212 FZLTHS 3.°°XKMICHED D 4. 78I
i@ d
BRE Bk 2RUEERUBHERRE 2 R AR L, 4R
WLUR OTERE THIE
1.EbOTAEM 2.6/ 3.0°0ER 4. BATHL 5.90FF L
W bFELL LWL 7. EDDTIFE L 2



17.1.2 ERSEIBEHER (R
NERELHEBRFIH' T H TN A RTF 4 AN ADEHE
(s Dl E) ®1382.4%(89/108%) TH %.

F72. ABBARBRYOERBEOEYRILTOEDEBY TH 5,
[9.7.2%08]

5% 6~ 8% 9~11& | 12~15%
0% 76.9% 65.2% 42.9%

100ug/H (0/1) (10/13) (15/23) (3/7)
40.0% 87.5% 70.0% 76.9%

200ug/H (2/5) (14/16) (14/20) (10/13)

) RS NSEE | BRER. B8, MEREr R, ftHASEOMA
R RBE DR EB SN L. HLERALUR O6ERE THIE
1 EBNE 2. P EE 3L EENE 4.7% 5. 8L 6. HERE
17.2 BHSERSELAES
17.2.1 BRERRMERE (VR | WREH15mAE)
BN HERRAT I GOERFI692M12 351 2B 731397 .98% (678/692f5) TdH > 7z
BRI SAEGI 7230012 35 S REIMEFRAFIFSEE X, 0.97% (7/72361) T
Hotz. TOWFUL. FHED T\, HF. FEREE, OEARRE 7
FE—HEER, BRRAROT SV - T3 NI AT 5PN &
0.14% (1/723f1) Td - 7=,
17.2.2 REAERZRET U ERHFRISEE (IR @ IREES15RERE)
BN HERRATCGOERFI4096112 81T 2B 71399 76% (408/409%) TdH > 7z
LT SIERISIOBNC 351 2 BIMER RIS . 1.35%(7/5196) T
Holzo TOWNRIE, M I ILF YV —LEAD0.39%(2/51961) . CfEH >~
DYRE, BHHA, BEE R BEE. FBREIGEINKORIRER &
0.19% (1/519f1)) T - 7052
FED RSA N —FEZT7 V- LVEIDORETH %,
) BRI 12 0 A OFHEICB T B IEFIE

18. EMFIE

18.1 {ERtER

TNFHAY Yy TaEF VBT AT IVIZARBIBREATOA RThHD. 7
LVAINFIA RZEEERET B LIk, HEIFIER. FAREE
RAROHT LLF—ER%ERT .

18.2 IHEHNHEIER

TNFHY Y TaEF VBT AT VORARERORENRSICED. £
VEY MCBUIAIAT LT I UHEFRERIIGERISZIH L. /8
AR e TR OAFERERIE ANt U CHIRIER &2 7R U7z o A7 BRERE M ]
FERERNZTXZY > Tad VBT AT LOKNIETH 57,

18.3 FINIEIER

18.3.1 & FINENEIER

TINF AV TFaF VEEI AT )ViZMcKenzie 5 DF5EIC & BB
BB 5 MEIERE (KEEEEZBE) IcBnwiRyuxyy S
TYA VBT AT ILOMN]L.OfE. Ry A VEERT 2T ILOK2.6fE.
LA a7 b= RO SEDBIHAEER 2R L7219,

18.3.2 2MNEEFTIVICHT Z1ER

T MIBI AN T =y BRINZEMGEIERIE. BFETCIVFAY T
OEF VBIATILS>NRY XY VEERBRIAT L =_raxyyr7ae
FUBIATIV, FRESETIVFAY Y TaEA VBT AT IL>RY XY
VUEEBIATIL>RZURAY Y Y Tad VBT AT VOIETH -7

18.3.3 EEM - BENETFIVICHT B1ER

Z v k&M izcotton pelletikic &k 2 AZERESEFEITHIERIE 7 L F 1Y
VTUEF VBIATIVS>RY XY VEEBIATL>RIARYT I Y
Ta¥F VBIATIOIETH Y. croton oiliEIC X 2BHFRSETIE 7L
FHV Y TOEF VBIAFLS>SANY AT VEERBRIT AT )L=~_71 X
¥ FaF VBT AT IVOIETH B9,

F72. v boadjuvantBEF RIMEIERIIE R&E5 T, ILVFHY > T
O VBIATIVERY XY UEREBRIZAT ), Xyuxyy>r7u
EF VBT AT IL X DO IIHIER 2R,

18.4 M7 LI+ —1ER

T v MBI B48BEMPCARIGICN Uy BN 5 CREREMIZINE L.
FOREIETILT A TOEF VBIAT USRI A YY) VEEBT R
FA>IUET) IBF NI T LOIETH B,

&7z, picryl chloride#E¥~ 7 AFIREEIC L 2EER 7 LILF — KK
ALy TS CHERENICIIHL, Z0®SE7LVFAY >y Tue
FUBIATIN=RIZAXAY ) TFaOEF VBIATIL >R AT VE
HRIZTFLOIETH 5,

19. B ICET BIFEFHFR

—MRHIRHE 7L FHY T aF VBT A5 )L (Fluticasone Propionate)

b % % :S-Fluoromethyl 6a,9a-difluoro-118-hydroxy-16a-
methyl-3-oxo-17a-propionyloxyandrost-1,4-diene-173-
carbothioate

7 F X CusHaFs0sS

7+ & :500.57

{bzmgigst

CHBEOWMEHETH B,

IAFIVAIAFY RIZHETPTL. 7= MYALNIEY
TORLLIZRRBEFICLL, AY )= LETs ) =)L
(99.5)ICEFIC <, PIF LI —FILICED TIHEITFITL
<L KIZIFEAEB TV,

£l = K273C (5 R)

SEHE (logP) : 4.6(pH7.0. 1-4 27 % J — )L/ 7K%R)

22. 9%

(TII A R50F« RAR)
607 AF—x1

(TILF A R1005 1« ZHR)
607 A% —Xx1

(TILI A R2005 1 ZAR)
607 2% —x1

23. EZk
1) $RSEARENE A @ I EIAE. 19925 20 ¢ 1597-1632
2) JLIEFERIE A HEIEIEHE. 19925 20 ¢ 1643-1656
3) BiL JEEA  ERESE. 1994101 17-29
4) Daniel MJ, et al. : EREEEER. 1992 5 26 : 2011-2030
5) Meibohm B, et al. : Rev Contemp Pharmacother. 1998 ; 9 : 535-549
6) BARRIEIZA? @ BRESE. 1997 ; 13 1 1587-1608
7) BARRBIEZA? © BRESE. 1997 ; 13 1 1609-1633
8) KiENFHIH ¢ BRESE. 1997 ; 13 1 1635-1653
I
l

9) WRMEZ Y ¢ BRESE. 1997 ; 13 1 2097-2116

10) HAT 5%13»  BRREZE. 1997 ; 13 1 2741-2760

11) TEEZE—ERIZA @ BRREEZE. 1994 510 @ 689-710

12) S RMBMZ A ¢ BRREEEE. 1997 5 13 1 2993-3010

13) B3z iiEA  ERREZE. 1997 5 13 1 3011-3025

14) (£FEZIE»  BREZE. 1997 ; 13 1 3527-3543

15) RIFEFRIZA ¢ EEREZE. 1997 5 13 1 3545-3563

16) REFRIED 1 7 LILF— - . 2000 ; 7 : 653-670
17) fREPERIEY © T LIILF— - Q. 2000; 7 : 671-687
18) Phillipps GH. : Respir Med. 1990 ; 84(Suppl. A) : 19-23
19) BIR B3 0 ARECEER. 19925 26 1 1271-1295

24, NESERERUEVWEDES

TS5 AIATSA UHREH

RSB X ARIR1-8-1

NAT— T -ty —

TEL : 0120-561-007 (9:00~ 17:45/+ H# H K O R EH 2k <)
FAX : 0120-561-047 (248552 1)

l
l
l
l
l
l



26. RIERTHEES

26.1 BLERRSET
959V-ZAZR9514 xR EHt
RREBXIRIR 1-8—1
http://jp.gsk.com



