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200~400pg (1 H 2[8) @ 4 B G X D BIMEL OLZ2ERBRE Sz,

AR R FEE 1T, CFC-BDP 5L il L€ R CTH o721 LLEDOEIRIL 955% TH -~ 7=,

SR UGERE
. GRS
KGR R —
E LT FECH - 7= L7z
KE TR | 14.9% (10/67) 80.6% (54/67) 45% (3/67)

AITEMIE, 76 Bl 361 (3.9%) (ZiB® b, N, KA, A (45 1.3%) Thorz, £z,
BLEED TZETH5H] 13904%THY, TLEMEICHERH D] L SNDEFITRI -T2 9,

O bR
9N

CFC-BDP @ 1 Hf 400ug (1 H 4 [B]) OFH-Z2521F T2 PEIE O RN RS i B8 2 81T,
AAlo 1 HE200pg (1 B 2[E]) L%f#EIE (CFC-BDP) 1 H& 400ug (1 H 4 [7) ORZEM: %2 R4
5 HPTCHEMmEEEBRNEG S, FEMOEE Ch L EKRIFEY —7 7 r —E T, KH L
CFC-BDP DEGIRZW R DRI (FHIFREL 90%) 23RFE S 7z, £ 7. RIVEH OFEBUSHEEE XA 86 4
8 (9.3%) . CFC-BDP 17.0%C., Mi#EMICHAEZITRD HT, HRMRAERNE D & O TLett
THRRCRIEE 2D X5 b Did e o 7o, ARAGIZ XL 2 EREIERITES., RIE (% 23%) Th
ST TNHDORAENS ., KE T ERE G LTAA O 1 HE 200ug (1 H 2 [8]) #51%. CFC-
BDP ™ 1 H& 400pg (1 H 4[8) G ERBEOHMELZRL, ZMEICBWTH X<, CFC-
BDP & [RERICAFNIIAE X BEBF AR TH D Z LR Iz 9,

v— 7 7 o —EE b EICES RS ORHR Y

THEREEGBRICBW T, AAI 1 HE 200ug 1 B 2 B EMEFER AL LRI (F e A
0 —R (CFC) ZMHFANMH LRy a A&y 't g 27 AW AFK 1 H & 400pg
1 H 4 BIYEMEFERAZEDORSHEZEKRBE —7 70 —HIC XV BRat LR, AL g L
DFRIFEMENTRD b,

, ERIFE—2 7 u—l | L O LR opf=

, 7 5 X2
%k DELEN (L) i DI0% {5 HH X ]
74 8.64 —1.62 —10.54~7.30

K1 AAE G OBtk O L ] OV E & BN O etk O LR O V4 fE O 7
X2 o [FSFEPEOFFARIE  +200L/57

ERRUGE

. SR
KPR - NrprT——
dE LT R CTH- 7 Lz ) EARE
RE XM 16.4% (11/67) 80.6% (54/67) 3.0% (2/67) 0

(% . ZOMAE T IEM S 72 BERRBR)
LS E B (RAN) Axtel LB RERIC LY . &KL CFC-BDP & ClRIEEDHNE %5
L. AEFLORBEBELFRBRETHD 2 EBNEERENT (FV—1) 69,
AN S BB At & LR ERBRIC L W . AL CFC-BDP OB TRIEOZIEZ R L, A
EEGOFHMELRBRETH DL Z ENHRINT (FV—2) 210,
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2) R MtHER

(% HET—H)
AMETHEM SN TR A IT/NNEOE 55 Uiz RERGREBRIZRW T, AFI DL E M ILCFC-BDP & [F
BETHY., £/, AHOIFEFOERERSIC I ZEEICHRIER W ERER I (RV —1.

£V-2) ,
V-1 RAKEIMEBEEZNSR L LIASNE TOBRKRR &
B . 1H A= v | B .
o & ge | P R
THER |WMAATEA F|HFA100ug | 50 | 61 |%—fE (%FEVL0) 2BV T, HFA & CFC & %
B | E TR oK 400ug | 51 A B HELUGIEDGED bz,
(&G | & 3 B EE 800ug | 56 HFA IX CFC X v {(EH & T B A% Ric =2 b
HeigaRER) CFC 100ug | 59 BV TED T LRI ST, %D FEVL D
H 400ug | 55 WML CFC #iX, HFA &?D 26 f5& Tl
800ug | 52 Y Wi
(1BH2
[E))
“HEMR |WARXRT oA F|HFA400pg | 113 | 128 |ERFFE—27 7o —fETAHIO 1 H & 400ug &
PR | BEREEH X OV | CFC 800pg | 117 CFC @ 1 A& 800ug & DRSNS bz,
O|AAT B A RE| T TR 117 F 7o, BWEARBBEE A B ZAITRS Do
THREPORE| (1A 2 7= (HFA:9.7%, CFC:19.7%, 77 &R : 15.4%) ,
SRR )]
“HER |WAAT O A K|HFA800ug | 116 | 1238 |EERE—2 7o —{ETAAID 1 HiE 800ug &
oAl | TR O K| CFC 1500ug | 117 CFC ® 1 H# 1500ug & ORISR bk, £
(R | &3 ERE (182 7o, AWERRBBBEEICHEZITED bk oz
7 ) (HFA : 25.9%, CFC : 23.1%) .
B |WARAT m A RIHFA200~ | 354 | 14 | AL CFC OMIC, EIVEAREEEICHEZIX
AR ETHBETOR 800ug B LR o= (HFA : 16.7%, CFC:20.1%) .
(=7 3 B R CFC 400~ | 119 MAEA 2T AT )V 2 AERRMEE 7 /L F — LB
V) 1600pg HAEETRD bR T,
8) TV HIESATRFEEIZ L Y A=Y — &
FA L7233 HFA T 4.2%, CFC T76%Th -7,

HFA : &%, CFC : CFC-BDP

# : EWNICEIT D CFC-BDP OARAEL OHE (BA) 1X@% 400pg/H (1 H 418])
HFA-BDP O&ABHELOHE (BRA) 1%, 8% 200ug/H (1L H 2[E]) |
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I K 800pg/H T 2,

. KR 800ug/H ThH -7z,



KV -2 NERE T WERE 2R E LIANE TORKHAR &
R D . 1 HA&E v | B5 .
i o g || g R
“HEMR |RMAATHEA R |HFA100ug | 120 | 1238 |%—F & (%FEVL) IZBWT, FF R LAH O
HGRER | SR O/NE | HFA 200pg | 117 1 H#& 100 KO 200pg ORFICH &7 A B R G
(ARG | [RE S WERE | 778N 116 RO BTz, Fio, BIERRBBEEICAKIE 7T &
Mol | (5~12 %) (1 A 2] ROMICHBEEITRD bigholz,
9 B BRAARED 6 12 i@ﬂ#ﬁi TOW O M= LT
—VEOELRICAEEEZIRD LT, K&
ACTH HIBRRBR It LTE%&W%T L7z B
b b7 BHEICETRD SN oTz,
BHIRE |[WAAT A K |HFA100~ | 336 (6 » H |ERFE—2 7o —fE (RS 0Z{k) TiX
AEr [ FETHER O/ 200pug AHL CFC ITH~AFEICHNI L7z, %FEVL Tl
Cr—7 | B&%E B8 |CFC 200~ | 107 HEITED b olz, Eiz, RITERRBUEE
V) & (5~115%) 400ug ICHEETRD b o7= (HFA : 8%, CFC:
9 (1 A 218 6%)
B HPRIAEEN D 6 » AR E CORP 7 Y —aL
F = MEOELFICHEEITRD bhig o
7o
RHIRE |[WAAT A K |HFA100~ | 183 | 14 |AIBHERESCER#~—I— FROMRITHON
RE | FETEER O/ 200ug T, AH & CFC DICHBZAITRD biLRinoTz,
(=7 | RE B8 |CFC 200~ | 64 Fro. Wi BHCE, BIEMSSEEE, 24 BfERB 7Y
¥) # (5~115%) 400pg — T = UEO I MR B W TRET
10) (1A 2[mE) Hol,
HFA : A%, CFC : CFC-BDP

(5) B - mAEAIGER

DNRARE I BB 2R e Liz—
CFC-BDP ®» 1 HH&: 1,200 XiE 1,600pug D#eH-% %21 TV HKE

600 i 800pug (1 H 2 [8]) @ 6 #MEHE 512

IRIFE— 7 7 m — D &I 5.94142.06L/53 T, Z O ifl

il R AR (e e 5AR)

T B BRE LRI, AFO 1 BE

BIDAIMEROZENP BRI SN, TEHEATH L

95%3 48 X [£11%-5.03~16.90L/4y & [F%%

PEOFFRFHANTH Y . AFID 1 HE 600 L 800ug &% 51381234 CFC-BDP ™ 1 H & 1,200 L
1,600pg #%5- L [A%ETH -7z,

Aok
SOE-2i S
AR L7 o 7- AN HIEARRE
KA TR | 18.9% (10/53) 71.7% (38/53) 9.4% (5/53) 0
BIERIZ. 65 B 4 1 (6.2%) (Z38 Hiv, WARZ (3.1%) . JRME JRIEM (% 15%) TH-o7-, &

f“*”ﬁﬁﬂzfﬁ HEDTLE
RANPGRiE THERLB

BRI

| ==

2)/J‘/L)ﬂ B

IR ERE ARG L L —
CFC-BDP @ 1 H & 200 % 400pg O 5% 313 T\ 5 /N
100 321 200pg (1 H 2 [8]) OFIER O
f?%f%é CFC-BDP1 H £ 200 |% 400ug % 5L T\ 5 BHE]

WU Bz 7,

AFA

1—'—»/‘\‘/\‘

utF//G\*ﬁﬂ‘
EEMEN

YR 4HA

DEF A

BT, FHEIEH THDHEIK
58 25 O LEILS. 4+2o 5|_/ 7C. F Ol 95%(E#E X il 1E 0.9~9.9L/4)

fise i PR

17 % CFC-BDP O7#GRHEL UHE (B AN) X 400ug/B (1 B 418])

kR

PECHRICIIE L 72D L9 2 b DI o7z, LT — B SN T
mu&)ghfiﬁ)’) 7= 11)

. K 800ug/ A TH o7,

RS

BREHZHRIC, AFO 1 A&

EMERRT SN2, AFIBEG- R SEMEIT 2 BM T, Bl
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Zxf LT, AA| 1 HE 100 Xi% 200ug

Rpe— 2 7 o —HOBEN (RITHHE
(n=84) L [A%M:D

FARTH D AFIO 1 HE 100 & 200ug $5-& CFC-BDP @ 1 H & 200 & Uf 400ug ¢ 5-0[H
mbb%ﬂf;o




v — 7o — b EICE S RS EOMR

LR OEKR Y — 7 7 o —EOENES (LI4Y)
B % 95915 #E X fif] 4

\/i-/}jé‘

el FIRE FIRE
84 5.4 0.9 9.9

K3 1 AR G4 B O LI O S & B O Fe b 0 LI O T D 72
4 AIEEPEOFFAH  £15L/5)

S gL
e
SETI - —
S L AR a7 Bl L R
VB 3 IS 10.7% (9/84) 89.3% (75/84) 0 0

BIVEFIZ, 107 Bl 12 B (11.2%) (ZRBO BTz, ER b O F Y —uEd (3.7%) . S,
MAMEEEAE TR (45 1.9%) ThHolz, WIRMAEMOEEIL 4.7% (5/106) (ZFRD b iz,
PLE . AF#1Z CFC-BDP d -5 CTRIFEE DA NEZ R L, ZaVEICH IR R W 2 L SR Sz 19,

(6) A ARAG & F
DERARERE (—REARERE. REERARERE. EABBLERRE) | HERTERT —2~—
AHE. RERTRERABROART

Ok A O F RS A
MR OEREE N COZEME, AEERFTHoZ L 2HE
H L. EMEERORZENE, K OAS— —fH O X HHFA-
BDP (AFl) DA M Otz B SHHEEA & LEM,
it T 2002 4£ 12 A 7> 2006 4F 3 H
INEE I (Maak %) 1,120 (190)
L VERTA X S E 5] 1,006
A ZNVERTA S S iE 5] 964
T
a) ik

MR SAER] 1,006 BT % BIVEHI S BUERFI (3 4.67% (47/1,006 1) TH -7z,

b) A~ —— i ] > A7 51
A=Y —f oA ERHREIEH SR BUEFIRIZLU T O LY T, AERETRO bR oTe, £z,
FHE R O A= — A OAERN TS, BIEAZESVERRICAERETRO bR T,

A — W — i DA JE S R 8 BUE B R (B K%, N.S.: FEAEMR L)
= O | Tk ] s
e 1 e I
o) R 5-

LA VERHM RS 1,006 i, 1AELL EICh7e b BN G S U7 fE 11X 358 fIC. EIEH 5 BUES]
#135.03% (18/358 ) THHo7=, BEWEAR A LT 31 1F (18 #) ORI, 6 » HAKi2s 11
O F) . 65 AND TARNMZ 19 4 (10 ) K OEBIRFAHN 144 (1 fF) <, 1HFEU RS
L7 BICHBL LT BWERITRE O 2o 7o, o, HEHIMNEL 25 2 LI2 X 53 LOWEIERRBUE
FIRDOEENNIFRD LR -o T2,
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Bk
a) i E

FRRRGOE, =2 7 1 — 1l R O oI 4 2 AR RIS B8 L7z B R ERT L RARIC R LT,
AR A ST L7,

CorHUER] : FHLGE, 868, OUGE, A, Bk UIRER - o, RE, B

ERRSGERE CHTHUER) JEGIEL (%)
EcE U R E R Ak aFt
283(43.47) | 284(4363) 48(7.37) 31(4.76) 5(0.77) 651
567(87.10)
ERSGERE (BIRER]) JEGIEL (%)
U R Ak &t
287(75.72) | 73(23.32)
3(0.96) 313
310(99.04)

b) A~ —H—{f ] DA 1]

R P AT IECE R (PR Bk 5%, NS, BEES L)
Al A S A o
Ji ok isher &
#I I A e e o B I T Ry
(%) (%)
2 Aot 4 524 80.49 452 86.26 p=0.238
A 127 19.51 115 90.55 N.S.
AR—H—(FFH OFER| L ER (YIRIER]) (FEB A%, NS.: HFEAELL)
e S S LA o
iE 151 2 ez IR
= e | EPE | e | SR e
(%) (%)
gy || 218 69.65 215 98.62 0—0.556
s 95 30.35 95 100.00 N.S.

@/ D B TE Al Pl i A

INRIZE T 2 8LEIRTE% O I ERE T2 2 R GRE 022

A ORZEBNE L, 72, RMOBIER FrZEEZRBERIZOW
T) OB, BIER ORI ONE, Zatk, AatticeEs 5 2

HEBEZBNDERIZOWT, MM, SRR EE2ET 5,

S 2005 4£ 3 H 7> 2008 4£ 9 H
IR (haRk%0) 558 (92)
Z AT R S E 1] 526
A AT o S E 1] 504
7wt
a) A%

2 ENERHIR GUE ] 526 FIICI 1T HREIERZEBUESIE 13 6 (13 £F) TH Y| RIIFAREBUES T
241% Th -7z,

b) & 5

ZAVEFHLRISRAEH] 526 FH, 14FELL EiCh 7z 0 BRI S ERNT 332 6 TH v . BIFEAZEL
JEFIRIL 3.61% (12/332 f5]) Th o7z, BMHEARA LN 12 HIORBRE X, 1 F R E 1ELE
D 6 Bl ThHoT-, . HHHENEL REZ LICk 22 LWV EIERRBIEGROHEIMNITERD &
VAWAY I N R
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HE (EpdGERE)

DOWART v A RIIZ K DANEFR DO IWEER] (BrHUER) 136 2% FEAm < SE R 504 i 434 #C
bolz, BERUGERET TFHEE] 2 47.0% (204 611) | TckdE 28412% (179 6)) THo ., [FH
Wi#E RO [h#E ) 28886021 88.2% (383 4)) ThH-oT-,

OVEIE B XA 20 FEAM e S IE B 504 it 70 Bl Tdh o7, EAXCCERE T [ShE] A 78.6% (55 fll)
[RZ5) 78 18.6% (13f) THV . (i) KN [RE] Z2E5bE-EE0OALHRIT 97.1% (68 )
ThHoT,

DEARBEHELTERTFENARRIIRELIZAE - HBOME
Y LR

) Z 0t
TR L
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VI. EMEECET HIEAE

1. EEZPMICEEHIILEMXITILEME
INFNS v, TTFIV=R, 7V Y==K, BAX R EORFEIEREAT A K
HE  BEEOH 5L EM ORI FFIT, FTORMCEELSRT L &,

2. XBEER
(1) YEFRERGL - 1EFAREF
VERIRAL « KGEJRET, Jifi
ERMEF - Xy A ¥y o 7a et VB AT VIIAR A e AL vaarFazxTof RTHY |
FHEM & U CHIRIEMEN R OVROEERUE R ER 2 A9 2, 1EAgF L LT, KBk
OilicB T T v aandas FZEERLHES L. SUEORERIEZIIHIT 22 BB H
NnTns,

(2) ENEE 1T B HABRAE
DHIRIELEH 9
JRFTEE G- (McKenzie Z875) & B IE# G IUFEIERICB W T, B Rea Y > o) 5,000 4,
T XY A X DK 600 (GO JHFTRIEEEEZ R LT, EAT—4)
)R B HRHIHE K M F T 19
AT VT L VEEELE » MW THURW AL X0 7% S A ZEHRPIHE R & Jil Lz,
NEHMEAT oA REM B 1)
T v FERAWTHE P — FERE -GS (HPA) REREIC KT TER 2 5 NS RZERIER 27 9
AR LB L2 2 A, WA, T ROFFIRN W T OB GREEIZE N TH HPA SRESRERHI &
OWIRZEAEIEILT X A %V o X 0oz,

(3) 45 FISETRSRA - FERS RS
LR L
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VI. EVEREICEAY HEHE

1.

meEREDHTS
(N AELAEMMbRE
MM ER e L

(2) BRPREAER CHER SN -hiRE

DHEIRALS (RA) 19
SUE SO B30, i RS m A (MEAT )

INTA—=H WMo xH)
1HHE (ug) 200 400
Trax (h) 0.6+0.3 0.8+0.5
Cmax (pg/mL) 590=200.0 1,191+385.4
tip (h) 3.5+0.7 41+15
AUCqo. (pg * h/mL) 2,339+634 4,962+1,309

VI AR 2, SRR T AR AR
XN u AR EOFEADO T v B F B AT L (BDP, 17-E /) IR AU a A XY 21-F )
TREA VRN A E YY) OfIREE, AT NVINKGEEDO N7 a ALY oL LTERT D2 LI

X vE
1600
7 —&— F /59—l 200pg
w1400 - —a— F )l 400g
i .
1200 N
53 14 ¥l RERET (n=13)
1000 -
7
4 i
P 800 —
A u
/600 -
-~ -
§ 400
(pg/nL) 200
) —
0 'l g 12 16 20 24

WALOBY (PR
BIVI—1 S8 S BEE (RN IS8T 5% 2/ S VEERR SR O Mg g~ 7 1 A & R

QRS T () 19

SUE OB ERASH, 1 A 2[BI20E M IEEER AR (EFIREE) Ko miEHiRE OrEAT —%)
R A—H By X B
1HH®E (ug) 200 400 800
Tmax (h) 1.1+0.4 1.0+0.0 1.1+0.4
Cmax (pg/mL) 197+84 539+238 953+359
tiz (h) 5.1+3.6 4.3+0.7 41+0.8
AUCo+ (pg * h/mL) 792+180 2,113+804 3,999+1 562

I+ REHEIR 22, t 2 BRI E FTRERE S
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MO0— g ::FF:L}\’—)]/ 100 g 1400
—a— Fa%—)L 200 . 5 -
% 1200 | s %2 /NIl 40015 1200 FRELREEE 0-7.8)
23; 1000 ]
“ 1 B
2 800
2 i
y 600 —
‘\}' -1
= 400 |
E 4
(pg/ml) 200 —~ 200 -
o]
2 4 6 8 10 12 0 2 4 6 8 10 12
M A B ORFRE (FFfE)
KVI—2 & REE (AN 1B D a2 N — )V KIERG% OG- o X & e
) H[aI AL (B A)
(%)
SO BBEICRIT M PIT-E ) T r A VIR 0 A8 RED GHNEAT—4)
&5‘% Tmax (h) Cmax (ng/ml—) t1/2 (h) AUCO't (ng : h/mL)
50ugx8W A 0704 1.432+0.401 2.7+0.79 4.336+1.518
100pgx4Wz A 0.7+0.3 1.419+0.476 2.8+0.59 4.348+1.596
T YR ZE .t BRI E T RER
(3) &
MMER e L

D E=E - HRAEOZE
AR L

| EMEERAS A
OF 2 pp>
LR L

(2) R USEFE FE 3
B E R L
Q) BEEETEH
MM ER e L
DHoIVT7I3URA
B R L

() HTEHE

(6) ZDith
MM ER e L

. B&ER (REaL—3y) 8
() ¥ A%k
MM ER e L
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5

(285 A — S EHER
AP L

IR UR
RAFTRAFEY T 4
MR L

(&%)
WA G- Lle_m A&y o7 a4 e 27 Vid AEEALCTH 2Ok WIS D, £z,

—HBIXAEEE, APENICEE - TEIRBZIAE L, HEENDRIN S D 2,

il
(1) o i —fibd BE P9 @8 14
R L

(2) i — B B BT
LR L

@) it ~DBITHE
(% FH)
WART v A REDHAI~DBATIIARPTH L5, BR L TRBEDNE Z 72 & oI,
BHMEAT v A FEFIHIHIRE SN D05, MARAT v A FEITRBEOMIETITAEREIIBITET,
FUTHIRE B RIRIICER DN/ NS W ERRIN D, & OFLHN H 52,

) BERA~DOBITIE
PH R L

(5) T Db DB~ DFEITHE
i~ GEANT—4 : ex-valve™?)
TR T O Te THERE L 72 ASK] 50 LY 100ug 2 W A% 5% DI ie iz v v F 7 7 7 4 — TR
FEUTZAE R, B EREOK 33~44% 3 il o5 2 & AR S Tz 2,
RUE S BT O Te CAERR L7 AH 50ug W ARG OSRRE i 2 v F 7T 7 4 — TRE
L7, 520K 40%03 02035 2 & R S vz 29,
(2% HEANT—H)
R A : 55~60% (ex-actuator*?) 29
/NG S B 37~54% (ex-actuator*2, Autohaler™*3 {iiff]) 20)
1 LT D OREN RS RS L O EREREH LB O
T Far—HF— (FURAE—R) IIfETDIRTFEZELSIWEREEZREE LU EEEZEHLEZbO
*3 : Autohaler™ [X[E PN R FE5E

(6) MIFELFHEER

(2% SEAT—H)
87% (invitro, & kIm#E) 20

6.
(1) LR R AL AR B

(%)
Ty b, AR a A2y Tt o A7 )V (BDP) X7 Y — )L T A G% ., £ Thlids
B OWINAZRD 5 TWD 2D KIENSWILE 7 BDP 1%, ICHFEET I AT 7 —BIickoFEL L
TLI7-F /) 7avF B ra X2 (17-BMP) ~LEenicfiitans 829, 17-BMP (£ /12
NFaAf Rk 7HZ—|Z% L BDP O 20~30 {5BIFPE2 58 < 2229 BDP £ 5121235 1F 2 zho Efk &
RHMEEEZOND, 17-BMP TR T VR — M CTHIEMZETH YD . IR2 ICRIEMEDORBRMER

AL 7e 0 Pt S % 829,
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QKB E5T 5BE (CYPH) OHnFiE, FEX

(3% . QVARKERFTSH)
CYP3A

3 MEBEHROERRVTOHA
TR L

) KBEYOEEDERRVEML., FELLE
[VI-6- (1) HHER AL & MR EIRRRR ) DIHZR

7. HEitt

(V) AT R ONRR %

PR A R OV
(2) Pkt

(2% : QVAR KEIRFACE)

Rra A rTa et BRI AT 0 (BDP) WAL, 2HIEERT TiX 90%LL B 17-5/ 7' r &
TR AH Y (17-BMP) & LT ENS,

BEERREE (S, B0 I A) 120 72 < BDP R OVF ORFHIZFIc#EP IS N5, R
HENE &5 BDP M OV F O GEHIE 10%K0 CTH D,
(3) Ptk &

[VI-7-(2)#Eitt 3 ) DIHSH

8. FIURKR—A—IZET H1EH
BRI L

9. BEIZLBBRER
MU ER L

10 BRENERERT HBE

HEA$E (hR) 0
/NS S BB 5 i, 200pg 1 [EIMETRE I A $%-5-PiE oD o BFE v R

INTG A—H 17-8/ 7a 4 @72y
Tmax (h) 05+0.0
Cmax (pg/mL) 8254453
tiz (h) 21+07
AUCo. (pg * h/mL) 1,659+850

FE CERAER Rt BoAIE T AERE AT

1) AR OAZBENT-/NEO AR O T D@ 1E50ug% 1 H 20 AR EHZW AT 5, 728, 1IHD
R 5213 200pg % [RIEE &5, | THD,
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(pg/mL)

1400 ¢
THIE RS (n=5)
1200 }
5 1000 F
H I
17 800 7
| I
B 600 |
M |
P 400 \
M3 I
B 200 f \i
I \§
O N 1 \h-‘ : Y A 1 N 1 N Y
0 4 8 12 16 20 24

WAL D] (RFH])

RVI—3 B BBE UM 1251 5% 2 S LB 54 0 i 17-BMP

1. 20tk
AR L
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VII.

ZeH (ERLEOEESF) (CEY SEE

Z2ERNREZTDEA
REIN TV

ERAREZDER

CEE (ROBFICIFERELEWVWI YY)
ANLHEANDAE LR WEIGYE, 2 OREEDBE DEREZHEES2BThrH 5, ]
AN DB U CEBUE OBAERED & 5 BH

2
2.
2.
2.3 TRAET VY UHRRIE KRB IEIC B 2K IRIC & D EBSR) 2 55 h o BE [10.1 2]

1
2
3

(fFL)

2.1 — I AT v A FANTSEEEIHIERNC & o THEKRORRIPIEERE K T S8, — MM @R YE
9IS &L D AMLERN RIS 2B ENRH D, Fio, FIRIEFEMICLD | BEOIEFEME(LE
g le, BENREBEND ZENH DI,
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route in patients 4 years of age and older. After
inhalation, the patient should rinse his/her mouth with
water without swallowing to help reduce the risk of
oropharyngeal candidiasis.

Patients should be instructed on the proper use of their
inhaler.

2.2 Recommended Dosage
Adults and Adolescents 12 years of age and older
The starting dosage is based on previous asthma therapy
and disease severity, including consideration of the
patients’ current control of asthma symptoms and risk of
future exacerbation. The recommended starting dosage
for patients 12 years of age and older who are not on an
inhaled corticosteroid is 40 to 80 mcg twice daily,
approximately 12 hours apart. For patients switching to
QVAR REDIHALER from another inhaled
corticosteroid product, select the appropriate starting
dosage strength of QVAR REDIHALER based on the
strength of the previous inhaled corticosteroid product
and disease severity: 40, 80, 160 or 320 mcg twice daily.
For patients who do not respond adequately to the initial
dosage after 2 weeks of therapy, increasing the dosage
may provide additional asthma control. The maximum
recommended dosage for patients 12 years of age and
older is 320 mcg twice daily.
Pediatric Patients 4 to 11 years
The starting dosage is based on previous asthma therapy
and disease severity, including consideration of the
patients’ current control of asthma symptoms and risk of
future exacerbation. The recommended starting dosage
for patients aged 4 to 11 years of age is 40 mcg twice
daily, approximately 12 hours apart. For patients who do

H i KETS SCE (2017 428 A) J:[# SPC (2019 4F 11 H)
£tt+4, | Teva Respiratory, LLC Teva UK Limited
k5e4 | QVAR REDIHALER Qvar MDI 50/100 micrograms
Qvar Autohaler 50/100 micrograms
Qvar 50/100 Easi-Breathe
RFEAEH | 2000 49 H 1998 4= 6 H
A - A |Breath-actuated inhalation aerosol: 40 or 80 mcg per|Qvar 50/100 micrograms per actuation
¥ actuation pressurised inhalation solution
HEe i |1 INDICATIONS AND USAGE 4.1 Therapeutic indications
7 QVAR REDIHALER is indicated in the maintenance | Qvar is indicated in children aged 5 and
treatment of asthma as prophylactic therapy in patients 4| over, adolescents and adults for the
years of age and older. prophylactic management of mild,
Important Limitations of Use: moderate or severe asthma.
-QVAR REDIHALER is NOT indicated for the relief of
acute bronchospasm.
FHE & OV |2 DOSAGE AND ADMINISTRATION 4.2 Posology and method of
& 2.1 Administration Information administration
(Hk) Administer QVAR REDIHALER by the orally inhaled| ADULTS AND ADOLESCENTS

OVER 12 YEARS STARTING AND
MAINTENANCE DOSE:
Therapy in new patients should be
initiated at the following dosages:
Mild asthma:
100 to 200 micrograms per day in two
divided doses.
Moderate asthma:
200 to 400 micrograms per day in two
divided doses.
Severe asthma:
400 to 800 micrograms per day in two
divided doses.

CHILDREN AGED 5 YEARS AND
OVER STARTING AND
MAINTENANCE DOSE:
Therapy in new patients should be
initiated at the following dosages:
Mild asthma:
100 micrograms per day in two divided
doses.
Moderate asthma:
100 to 200 micrograms per day in two
divided doses.
Severe asthma:
200 micrograms per day in two divided
doses.
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not respond adequately to QVAR REDIHALER 40 mcg
after 2 weeks of therapy, increasing the dosage to QVAR
REDIHALER 80 mcg twice daily may provide additional
asthma control. The maximum recommended dosage for
patients 4 to 11 years of age is 80 mcg twice daily.
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F—AFZ U T O5% | B3 (2018 4510 H) | B3 : Drugs which have been taken by only a limited number
of pregnant women and women of childbearing age,
without an increase in the frequency of malformation or
other direct or indirect harmful effects on the human fetus
having been observed.

Studies in animals have shown evidence of an increased
occurrence of fetal damage, the significance of which is
considered uncertain in humans.
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KEWRACE | 8.4 Pediatric Use
(20178 H) Five-hundred and one children between the ages of 4 and 11 were treated with at least
one dose of

QVAR REDIHALER or QVAR MDI in one 12-week clinical trial. The safety and
effectiveness of

QVAR REDIHALER in children below 4 years of age have not been established.

Do not use QVAR REDIHALER with a spacer or volume holding chamber.
Controlled clinical studies have shown that inhaled corticosteroids may cause a reduction
in growth velocity in pediatric patients. A 12-month, randomized, controlled clinical trial
evaluated the effects of QVAR MDI versus beclomethasone dipropionate in a CFC
propellant-based formulation (CFC-BDP) on growth in children age 5 to

11. A total of 520 patients were enrolled, of whom 394 received QVAR MDI (100 to
400 mcg/day ex-valve) and 126 received CFC-BDP (200 to 800 mcg/day ex-valve).
Similar control of asthma was noted in each treatment arm. When comparing results at
month 12 to baseline, the mean growth velocity in children treated with QVAR MDI was
approximately 0.5 cm/year less than that noted with children treated with CFC-BDP via
large-volume spacer. The long-term effects of the reduction in growth velocity
associated with orally inhaled corticosteroids, including the impact on final adult height,
are unknown. The potential for "catch-up" growth following discontinuation of treatment
with orally inhaled corticosteroids has not been adequately studied.

The growth of children and adolescents receiving orally inhaled corticosteroids,
including QVAR REDIHALER, should be monitored routinely (e.g., via stadiometry).
If a child or adolescent on any corticosteroid appears to have growth suppression, the
possibility that he/she is particularly sensitive to this effect should be considered. The
potential growth effects of prolonged treatment should be weighed against clinical
benefits obtained and the risks associated with alternative therapies. To minimize the
systemic effects of orally inhaled corticosteroids, including QVAR REDIHALER, each
patient should be titrated to his/her lowest effective dose.
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