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TG FIZE 92/22 meg BZRMR AR
FEE S22 184/22 meg FZRY R AR

RELVAR™ ELLIPTA™ 92/22 mcg Inhalation Powder
RELVAR™ ELLIPTA™ 184/22 mcg Inhalation Powder
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BRI T 5 weoox(27034 5
ABEE B T (A

BaE - fmiEmzET

AP, B I EEFAMI(LABA) (fFI#0 vilanterol » Bl RELVARI ELLIPTAIMth
EPEHERD Z G S REEHET U ER - —IEH B ReRT A S —
B LABA (salmetero)FHzUHIA ZFRIMN 7 2 LRI A B 22 A S R S B Ry 20t
SR 352 salmeterol &R 2 PR AHBIZE R EE IR S - 298
salmeterol FIAHBRESE —MER AE LABA Eﬁmﬁﬁﬁ EAZRAR R HRTER AR A
g - Bﬁﬁﬁ%%%ﬁ%@ﬁﬁ%ﬁﬂ% LABA mmmxﬁmx\mm%ﬂ% oz
BRI R R -

BRI - SEmEsm EET - BT AR R (PSR S R
B ER BRI ENEE - RRRERERS - WAL ERAER AR AR AR
EIRERI—RE LABA ZAFEAVIE » B911 RELVAR ELLIPTA - ERRG @R RIRTEHIREE
% EEYEHERE » WREERREHESTREIRGET - PRfTRREARERRE BT e
F RELVAR ELLIPTA) ; EIREM REIRRIEHED GO AR ERERD fEREE
AUGERE ISR - ST AHERI R o BR AL R SUEIREN - SRR T T A Ry
2% - H06F RELVAR ELLIPTA /2 SEER T HEHG5.1)] -

1 HEREE R
L1 {SHEH SRR A
RELVAR ELLIPTA 92/22 780 A MR 57 58 H0 1A/ 8L B B LR R (E IR
(ICS/LABAYE H 84| » B8 ERAZE MR (COPD) BE 2 B H ZEIE IRV R AT -
RELVAR ELLIPTA 92/22 038 & &A% 1 B3 COPD &1L - 17 RELVAR
ELLIPTA 92/22 & R{ER—RIVEI & # & AN ER COPD -
EEFERARRA] | RELVAR ELLIPTA I6A AN Ea % A e s

L2 RimiEE
RELVAR ELLIPTA 28 ICS/LABA # /558 »
HHAE ke T A F RS B AET 18 B DL R %m
r>w> %wa vilanterol » B RELVAR ELLIPTA d/fiB Rty Y — ) it m s 50k
THREFET A A DRSS BB REDT - LABA {fFRERF EEZT
R R R RS £ F &AL EFETES. 1) ~ F BASE6.2) - FERIGRE (B
(8.4)] - RIL » JEREENG B ENE - BEET RS R R T2 B (15150 AT R B

&
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T [ T AT

BB EIERA AR E - RRREREES - AL ERERT R A B
EEEf—FE LABA G EE » BATL RELVAR ELLIPTA - BERGIE 4R RIRIEHEREEE -
FETEHASTAS B AR RIS HRERI R T - TR G iRaE (Pl E A
RELVAR ELLIPTA) ; [ LARHAR NG TR HIS2 (BN A a2 B SIEA B R B4t
R FIEE - $TEEAERE R EIRBR AV LB RERN - RS a0 EERNEH -
£5/7{ F RELVAR ELLIPTA -

ER AR

RELVAR ELLIPTA 3R 5 R 4R IR SRR -

2 FEAE

RELVAR ELLIPTA fELLE KR A—FRATHILEE » HISREIIRA - %>N@4
BEEAARD > BRTET - SRR T HURESE L L2 HERRR

RELVAR ELLIPTA FEERKNMEEIFEIRSE - & 24 /NE R RELVAR
ELLIPTA #4381 %

Y A R B T A B LT » IR BIATR r1y
RELVAR ELLIPTA & 844 » RS E S0 AEBss Em R A KRBTSRI AL
) « FHEPIR( » #F RELVAR ELLIPTA f55H17 5156 HEE/M LABA [ £
EEFALE LIRSS 5.5 5.8 - 5.12)] -

2.1 1S{EFHZEMERRS
RELVAR ELLIPTA 92/22 JEDIEKIE A — RO HILEE - o REREE S

RELVAR ELLIPTA 92/22 mcg (BEHIE)EREA—RAFREIZES FREE COPD)
AORFE TR EE 2 I R S (iR - B A AR R B B B AR R E

(B d2 E 82y > 40 albuterol) » LUJEIE AT BIINAR AR -

12
YRR 2 2 B mm AR R R A MRS R0 B B - RR (R B (RS

SEREEEEY) wm m_ganoc E&m?&wmmmﬁmm%w%wm

i

mrr:%; 184122 chm %Hv w CER—I e

#h Eﬁ%%iw%@ﬁﬁmﬁ? %mm_wmﬂm%m ﬁiﬁ%%jmm@ml
E2HYGE » FES SR RELVAR ELLIPTA 9222 - BERFIEHZ TR EZSBIEH
EEEIE YRS - FEZ B RELVAR ELLIPTA 184/22 -

B HIRCER B | B IR EFEVIFER A EREE 17 100 ZF ) ATFTEEEE
Ry G BB B GTEREY 15 08 - BRI B AR O FIEIR B AR IR AT 2 -

F B EY RELVAR ELLIPTA 92/22 ;87 /R AVBEUIE - B ZHEF 2 RELVAR
ELLIPTA 184/22 FIHE{E R ISR MYLE -

YIRS FIARAT RELVAR ELLIPTA FHEEFHE AR AR S 0T RIRIEEI SRR
JEEFETEAE - HIEZ BEEM YRR © BIRITHY RELVAR ELLIPTA 2 8#
BT S-S B HE - I EEESNYIR A R EEENS R ER DR S ERER) -




3 AIEEESRSE

I AK] - BEIRE FOR B B R A TR B O A B8 - T ARS TSR 2 ki8R

SHEURTHTEREERIAEETS - ERIAEET A 30 EEEE B RKOW AR 81090 e - Ho
~{EIE B HEE fluticasone furoate (FH{EIITEEEEAYHEECHIE & 100 meg B 200meg) @ 5
TR RABETE HISEF vilanterol i& ERT SRR 8 5 25 meg) - BIMIAEMRAER I F
14 {EHTHESEAY RS e T

& ABER RELVAR ELLIPTA 92/22 mcg T2 fluticasone fuercate 92 meg 1%,
vilanterol 22 mcg AYIREH| E-(EHHE) > ME R AEEA fluticasone furoate 100 meg K
vilanterol 25 meg 7 FHE I & -

HRE A BEE RELVAR ELLIPTA 184/22 mcg T]$2{t fluticasone fuorateturoate 184
meg 2 vilanterol 22 meg AUMEATIE-(E LS - tHE A RSP fluticasone furoate 200 mcg
K vilanterol 25 meg 7 FEIHEIE

ERIESSINERR - BRIT X HTHR K AY RELVAR ELLIPTA 2 fluticasone
furoate/vilanterol A9 & B45 ZHNCEIE (100/25 meg 5 200/25 meg) ©

4 =353
RELVAR ELLIPTA ZEH FA R FI R0
»  {EREMEM Rih(status a&a&_ocmgﬁ\ﬁnf P COPD BRI S 1E BB E R
VR —RA 2 FERER B EIE5.2)] -
s HEEAFEABEHEE %m&m% fluticasone furoate ~ vilanterol B4 . (EE[HETE
BlRE 22 BRI T EEEG.11) - (Ea70511)] »

5 EEEEEE
51 SEREHEBZEC

LABA (41 vilanterol » Bl RELVAR ELLIPTA hESEMRS Y —SEER4ER
GHFEHBNFE CHY R - A RN B MO R A R A K E R B R s A R R
HEEY) - SEEREEN LABA B EREMFEC e R - S iRERS R EEE
AEREUR - LABA EREAIFERE T  GitE R EmEmEEg - Hit - o
SRV RERY - B AR 5 B A R R e R (BT A M R B S R i e
NEE RRREEER - A O ERRES AR AN E R EREA—RE LABA
ZIGHRAYES - BIIL RELVAR ELLIPTA - BRI S5 mRIEEIRER - IEEHIHEE
> WNERSRGEERIREIRET - RafThaE GasaE (B A RELVAR
ELLIPTA) ; ERHEM R AR RSy (IS A B EERE A B B0 R -
SHEHEFERESR P RER A B R - AR RS RIN R o
f RELVAR ELLIPTA -

—THEHEHE— A R R A S5 —FE LABA (salmetero)FIIIA ZRIBE1TE 2
PEELERHY 28 B B R BT - B2 salmeterol JGIE Y F 3 E DI RIEHERE
FET B R INAER S (1E 13,176 fir{d F salmeterol SE BRI 8 b 13 4 > 17 13,179 4
B AR 2 B A 340 0 FHBE 437 [95% C1 ¢ 125+ 15.34)) - 4L RHE
FEREFET > B A B 2 — 530 By 5 LABA (A3% vilanterol » B[] RELVAR ELLIPTA (fJ

EVERL Y Z —)FERER - BT SRME T R DA E = A RELVAR ELLIPTA &
ZHEBE TV AN CRE S S AR IITE -
B EAE A SR T A COPD BENSE LR T REFEH LABA ififts -

5.2 JRIERLESESRE

RIS R LB E SR R E S B ES/H COPD iR B%E - R
FR{EHEF RELVAR ELLIPTA - BAyM RS 2R ERY COPD s BTl
RELVAR ELLIPTA #JRA%E - {EILIEN NI A & B4AE H RELVAR ELLIPTA -

COPD TJRESH 4 RERRU NS S MR L > BUREIBCASFE AAHMEHEL - 1R
RELVAR ELLIPTA 100/25 T8 AIE G2 SATUERITIER ~ IWEMRE AMEERN R B L
AR e RIS 3 H%.ﬂﬂmﬁm%i? Emﬂﬁﬁﬂa mﬁ%ﬂm BELTIRE
ERRIE R LIIEE - HLIErE e EE COPD
,u\ (TEE R - _im\ﬁﬂ wmi\% ELLIPTA _oo\mm Slmﬂﬂﬁ$%@

BERREIE A EE 2 -

TR FREEAENEEENNERWE LIS > iR ET RIS
Ml BB T E RS R AR GE 70 B ER T AEFIEIR{TA RELVAR
ELLIPTA & BXUEHAE SN & BHE - [0 88N A B E RS - ummmﬁﬁﬁa
B ERERE - B E o A e — A RELVAR ELLIPTA B {5

RELVAR ELLIPTA “FB] F MR EESMEER - Bl at ¥ R B ER S Fr
RARIEREEY) - B AR #7805 F RELVAR ELLIPTA RS MRS » RIEART
R BT EREINIEIR - SUERIERE R AR B (E B AE

BR#E{EH RELVAR ELLIPTA SGHRRS » JEFSREFERREE T (0—H 4 20 LR
AR (E RV E B2 L R B gy 3 H e IR S I e R A
R B EEY Pl B TR - (2FF I8 A B7FE /7 RELVAR ELLIPTA 15 7 E[Eig i 5 —F&
TR AMESE R fE RIS - W15 B TR A R 88 -

5.3 EEE{EF RELVAR ELLIPTA R SLHA RSB, fEMOER

RELVAR ELLIPTA B{# FISH#R T8 0 i (H A - (EARIE N ol s
B WATEEEEHE LABA fSTINEEGHE » RATRESEAEEEER - DHFRAE
8 R AR S E R Eets 8 4 HEEREH 2 LB R E RILUISHRE - (5
RELVAR ELLIPTA fyBE AR TR ERTER S -fE4H LABA F45H (40 salmeterol -
formoterol fumarate ~ arformoterol tartrate + indacaterol) FYZE4)] -

54 WAMKEEERNERZE

TERRPREERD - (£ RELVAR ELLIPTA JAHRINZEE & 5520 HE AR S stk
B(Candida albicans)FERNA, - EE BRI - FEEABEENSHEN S SO
FRFTREEEEY AR - I T 44E(E A RELVAR ELLIPTA JA5R + (B85 0] AR/ PigR{E Al
RELVAR ELLIPTA - ERBREFRABY 2 RAKHMO - EATET - LIRSS
& DS ER BN AR -

55 Hh%



1EREERE ST - B IERESZ fluticasone furoate/vilanterol & {HHE(EFE RELVAR
ELLIPTA 100 mcg/25 meg)/&#%#H) COPD s PR LB i SR FIE IR AR - WEERTA
BE B B S A D AT R HIRER - EEEEE % B e — Iy B RS - IR EER
COPD BH BT O RERLEMIR » A e Y A B SRR TR A B (3 A0 COPD S84 LAIEAR AR B

T 3,255 [ AT—EERT % HigH COPD BL#HiZR Z COPD EFAIRITE 12 [EH
Egrh » 15 fluticasone furoate/vilanterol £ FFE S AT RS AR i SV ERI(S0
meg/25 meg © 6% [48 /820 iz Z5{F] 1 100 meg/25 meg - 6% [51 51/806 fir 3t E] ©
200 meg/25 meg © 7% [55 Fil/811 A ek S vilanterol 25 meg e S EG%
[27 51/818 Rr2stE)ENES - £ vilanterol B, fluticasone furoate/vilanterol 50 mcg/25
g SERET I AR AT ] 8 A Eh e PR B - B 1 {1 #E52 fluticasone
furoate/vilanterol 100 mcg/25 meg SEERYZ A% b 7 RrE2 fluticasone furoate/vilanterol 200
meg/25 meg JAREET Tt 4 4 Be i 3 (& AL PSR AE FEEERY 1%) -
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TEAF [ S S0 B BRI R L B B A S S R R - PR
FIRE B TEAEfE R A REE s AR S B R HRRT g AR EE
B o BRI SR R R A B R R - RTINS izl
FRIRES o B AT TEA R B EIRATRE LIRS R RE R T B A (R
Rt - AR R IR R SR R B B R B g s -
R BFFEFOKE R AL K RS G B A (VZIG) AT T IR
MR EERENE R TEARERAATH FA S R EREE H (IG) TR AR
(VZIG 811G Hyss B EaRa & BRI H RN ZD) - SIREFERE T EERYUEE
BYLERT -

SRR E UL £ BT - i ot et A
SRR R AL RS IR - {8 FIUR A K R (AN A PRI IR <

57 2ot rERERRIRGRNEE

S 4 B M R RN R R A R SR B SR VA T VG HERERE
S R R R S R R U AV BB B R B T &4 A g
R it R CIRTHAST £ TISEC RO - fE TR B A BT 2 TR
e T HE - Ll (HPA) AR B A ] A RE R -

SE— HHER I 20 ZR(&)LL L prednisone (S S B B E T A
S TR RN S B Ve R R A P S IR 5 - £ HPA %2
FHNAIE S AR - BENERE TR A A U LR ) S G R
W R - TTEEE I L IRTRE R 2B RER - BE2N RELVAR
ELLIPTA 7515 o8/ SART BT ) COPD SAIHIEI - (EE R T DA RAMER
EEEREN S SRR A B A PR T i e R S SR R T AR S B R B R
i

°

o

TR - @ COPD B Lakii e Rt F R FEsE RS AR SR EE
el £ T B R A F R B RSB AR At P BT R P VTR

o b RENR S e R A —RER R S ERE 4 « RS COPD BLe
BE AR AT AR AT R 2 B M E R -

SRS PR TR A AR AR A B8 B AL A8 Bl RELVAR ELLIPTA ChERESERE ST
FEHELEEE - 7E{EF RELVAR ELLIPTA &R TERE Y prednisone IV HEE
RS 2.5 B2 R 5 TR prednisone (YA - EFH O R B A E AR - TR R
BThAE e TR SRV JEERE ) - BIERTIRYEEAER - DUk COPD
BERBEIEIR 4L HEBERERGHEE RS ThAE T SIS - JORERE - K
BTN - B - B0 - B R {EmEE -

s BV B EE RS RELVAR ELLIPTA 6% - #] s g E AT R BT
A RS R B S R (&R - G - R REERE - RO B R

R R AR BB Th A PR T R Pk - [BELER
HTRE S 4 R S R TR R (AU B R/ 2L TN TR - DREE) -

58 B BEErEUIRE TR DRI

% AMEf fluticasone furoate & 4IRS AT » M TREREAE 2B TEE - i
RELVAR ELLIPTA (3418 T » 3 K225 fluticasone furoate #f HP A 35 EENIRE
K BB R R S ER AT (2 3R P450 3A4 (CYPIALIIEIEGR - TTREEEE
HPA The:RRE 2 8 Bl it BEIE5.9) ~ BT IEA(T )]

T T e R R A VR T A 6 A IR S B R Al - FEZEY)
#52/6 ] RELVAR ELLIPTA SARETEE RS IR 2B B E AR NS - 1B
ﬁ“m:\_/ﬁ%%%ﬁmmm@&%ﬁ%ES%MMWEwmw,w%\mﬁ%mm@g% .

2 B KRR R IR R ThES OIS R (R B
BT AE SR D S M BRI B - RSN JELEI8HHE RELVAR
ELLIPTA (9 S (F0M S 4 B B A R E SR - U PEE R (AR A
Heret] COPD BB

59 SEHKEIIEEE P4A50 3A4 MIGIMIMERYCEIF

214 RELVAR ELLIPTA SRR FIHY ketoconazole SR ELAIHYIRA CYPIA4
HV{ ] (40 ritonavir ~ clarithromycin conivaptan -~ indinavir ~ itraconazole lopinavir ~
nefazodone ~ nelfinavir - saquinavir - telithromycin troleandomycin - voriconazole) &% ¥
EESEE - A T AR e A A B M R B R I R L E R EX(Fipatisie e
IRTE.1) ~ BRI (12.3)] -
510 REETRERS

FIECArATT A MEEEY)— - RELVAR ELLIPTA TR BREEERERE B
AR 1S R A o WUARAERLT RELVAR ELLIPTA BN T REIEE > BT
PR AR VS EEDARE ~ TTHWER] RELVAR ELLIPTA » WRELLE RIS -
511 BERE EEES R

#+% RELVAR ELLIPTA & A& 34 @sR e B4 S B ey - B TEKEE -
STIEERD - RSN IE > 51 RELVAR ELLIPTA - e ERELEOHBEE
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TER AT SR HNER S 2 Sk e St A B R TSR 2 PR > EREAELE
Y& AT{8 H] RELVAR ELLIPTA (£ £ 252(4)] -

512 NnEgeE

FOEAMIB2 YEFIEI—4E » vilanterol S R T REEES BERRES LMY
8 THEAVRB S LR W ERS SFRER TS WHRE RS (80 BRE > 0E
PEEEERNIHE - WA e H[BEZHEH RELVAR ELLIPTA - {4k - 875
e - BIEABIES (3 L EEEE 40 TR - QTe EIHIER - DUR ST R TR »
1B B AT R RERI S S SR IIE RS 2 - i85k R A MR AT I A 1 B (e B
HRAEIR M -

TR RE T - ABISEMNHAME fluticasone furoate/vilanterol (vilanterol 27 %5575
BV 4£5 - IR SR8 gE9E COPD R BE A RESBIEE 12510 f5)83| 8
BEEPRE S0 QTe B £ BRI O ELEOERE o H: FHAIEER
S B — A LMEER (SR REIRIAE R 2 - LR R S 1 B
B# - {#iF RELVAR ELLIPTA BEMELEIH -

513 REBERE

EAERFIE T SR AN EE B R B R 22 5 B W (BMD) XA 2 52 -

TERMPEEIN T - BMD /NS LA B2 B 54 RT] « HHEBEYWESE

RLZEAGREFES  FIIEREFEE - SRERRESES - BRI IREE -
HFS - i - BEA R SRS SRS S s ae - DR FgE)EE

EAIE D RETT A SR T (T B IBLSGH - Ei COPD BETENASHEELE BMD &
(EAIBHRREN T - PRI ESALRASA(E A RELVAR ELLIPTA ¥ 31454647 BMD #Hili - Z 187K
TEERARTAS - A0 BMD BABARKAIIHE: » F RELVAR ELLIPTA TR R B E
i) COPD ERAE S E% - RISR TS R aE i S T B B BB -
5.14  ERIREA AR

& COPD BRI S {E RHAE AU A Ve R BRI = 15 55 2 35 50 ~ BRI BETT
B ANERER S o WL S84 S LA IR AT - SRR R/ AR
TF - BREER -
515 &ftE

MR & BT BAS I R oy B — A R G BRI R R B S
SRS RIS I R R BRI B - 951 RELVAR ELLIPTA B eSS - EAHgEES
FFRREE TARBRNIB: B LR B B (F FIA albuterol & SE A (PR R R I i S S
b

5.16 {RimemeaE s

mmmn‘w%%ﬁﬁEﬁ%ﬁ@ﬂ%@%%ﬁ%%%%%%m@ﬁﬁmﬁﬁwﬁmmwmﬁm@%
HEIRSYREYTER) » BT RE &S SR N L D B B M SPBHEAER £ B 2T -
TR - BIF IR EEY T AL S L HE o S A WS N - (R4
COPD sl 8 ##EfT RELVAR ELLIPTA SESH9FTFED - 484 BIBEUOAES B
TEE P i e

517 HERKPE
SE L0 A F7 AR IS FA R USRS /g FIREMEE RIBER T 2 B IEsen
FEZEAN84)] -

6 A REFE

LABA (401 vilanterol - RELVAR ELLIPTA BUIEERRSY @ Fh 2E RIATR
TR - ﬁmw%ﬁnmEﬁ@ﬁmﬂﬁmﬁkﬁmmﬁﬁﬁ@mw@mm@ﬁnﬁﬁﬁ@s -
EIHER LABA HE G AARISET 1 AR « BRI ER s
LABAEREME MEBED - @1fE s ms - — A E— R R S
MASZ—1E LABA (salmeterol) BRI A ZE R 2 2¢ - b1 2 BIA T 2P RT3 R e 2t
ERAY IR - $9 salmeterol TR A PR R RS R B R e B o [ 2
JEEE R BRI FIE(5. 1)) -

(TS B MR R R B M R TR Y
* HERBRE RS 28 BB Rt EEIE5.4)
* COPD BEZ4ERRNRGF 1/ 2 8 Lm0 B EIH(5.5)]
o RN 2T B R A R EIE(5.6)]
. Wn%w@mm&ummwmﬁEmhmﬁgﬁ@m\m@ﬁ%ﬁ%ﬂﬁ?&\
o BRI TR 2 8 B A B RS, 13)]

ERIERPREABRE T TR A2 AR - (I - 5 T bt B ch Azl
B S A R B B 53 R0 B R R E R 8 4 S 7 L » IR A R
BB .

6.1 1SR S B R B A P AT B
RELVAR ELLIPTA §9BELRII ST B4 L3E 7,700 {582 2 75 6 (@ 7 AfizhiEsEs - 2
A 12 8 A ALtk 6 SEEMIa B2 3B COPD &% - FH 2,034 firfER COPD 1Y
ZEEHESZE/D 1 B RELVAR ELLIPTA 100 mcg/25 meg BSERE » W 1,087 Izt
SRR fluticasone furoate/vilanterol (3457 - PIT e a LB 6 BH K
12 {8 B BT R st B B I - 7L MrsR B AT I B R A T e st
PR R ABARR -
6 i HatEp -
% 1 FHJ RELVAR ELLIPTA 100/25 FARBHR FLER 48 4 364203 2 LB R 6 (A AR
RAEBR B RIBGRER 112 0 S AR HIE n=1224 % n=1,030) « ff 2,254 fir 54 -
B I0%BEN - WH 84%BEIEA - ETHEESR 62 5% - TEHESSE By 44 4 (pack
years) » WA S4%EEHEST Ry FURTIERISE - ARG - E R R BRI T Fast
FEVIESTELRs 48% (Bl © 14%% 87%) - (% RSB 0Ty FEVVH IBtEE
(FVOLLE R 47% (EE © 1T%ZE 88%) » OIS E -5 14% (il : -41%F 152%)
S EERE A—THIEEY : RELVAR ELLIPTA 100 mcg/25 meg + RELVAR
ELLIPTA 200 mcg/25 mcg - fluticasone furoate/vilanterol 50 mcg/25 mcg ~ fluticasone furoate
100 mcg ~ fluticasone furoate 200 mcg ~ vilanterol 25 meg BCZERIE] o




#1. FISHFHSEMRIREES » RELVAR ELLIPTA 100/25 4H 7 AEFR>3% HER

%2 GFEREFEGSSEEED > A RELVAR ELLIPTA 100/25 4845 2 S4R>0%H
BEE A ZERIIAE H AR B GUER 1)

FRIBIET RN RRE
RELVAR Fluticasone
ELLIPTA Vilanterol Furoate
100 mcg/25 mcg 25 mcg 100 mcg gyl
(n=410) (n=408) (n=410) (n=412)
REH % % % %
LA 4 SRR
SRR 9 10 8 8
hfﬁeﬁlg% 7 5 4 3
IS BR BT 5 2 3 2
R
SEE 7 9 7 5
AFEOREAMET - OERZRER © RERE - DURBEEORR
ﬁmqﬁwrf SRHARLIRTE 12 ([ AR BRIEGER 3 14 - ZH AR

1=1,633 & n=1,622) - 3tEh 3 fl 4 A5 3,255 (rZats - Hihg S7T%REM - A 85%
BEIIRA - SEEES R 64 5 SEHIRFE R 46 FLAF (pack years) » A 44% 48R

FRIERFSE - EERIE - (MRS BERBIRITITR FEVI B53ER 45% (Gl

12%ZE 91%) » {1 SRSHEERI RIS FEVI/EVC LLE R 46% (REE - 17%Z%E 81%) »
AR LI R B TR EE SR - SHEERBA K THIEEY)
RELVAR ELLIPTA 100 mcg/25 mcg ~ RELVAR ELLIPTA 200 mcg/25 mcg » fluticasone
furoate/vilanterol 50 meg/25 meg 5% vilanterol 25 meg © [ 1% 1 AFINIIEZ 5h - FE(EH
RELVAR ELLIPTA 100/25 ;&3 12 E B 2 Z:=EN= 806) HHY 3L T FAE 3%

BL RIS « Bt/ 2 A ZEREEFEG.)] ~ SORER ~ SE|R ~ B ~ LIAER -

RGN ~ FATHERE - MR DAR RN -

6.2 REPHIERSBRGE &R

L RELVAR ELLIPTA J&# EGaHeEL MTE 18 TEERE SIS B 4 5] 76 1 - U g
9,969 LA B HNTES < TATOHBIRHER( L BE R P2 - RELVAR
ELLIPTA 100/25 7£ 2,369 m_vﬁfﬂmmh%mﬁguﬁ _._ﬂ RELVAR ELLIPTA 200/25 HI=4E
956 1% Wﬁmm\ RIS - o :.,A\/m‘im . ﬂ: AR
ELLIPTA A AZ AR ?% , 2
12 ﬁﬁ»ﬁ%wﬁ ~ 1124 E\ﬁ&?wmmﬁwﬁ 2 Hmemm\mu?m\rwiwﬂw

12 1HzA s

stEy 1 = —TEIE TR B AIRATE /DEFIRATE 23 &+ - LU fluticasone furoate 100 meg
FilZe BRI B LR » %48 RELVAR ELLIPTA 100/25 5809 12 B8R © 7 609 &%
st > 58% B 0 84% B E A SEHEAERS By 40 5% - RELVAR ELLIPTA 100/25 THESA
B TEMNESERTTIRR2

RELVAR ELLIPTA
100/25 Fluticasone Furoate 100 mcg Ergsyail
FRKRIE (n=201) (n=205) (n=203)
% % %
T ERER
E=1B 10 7 7
IS BR B ° 2 2 0
HERGRERE
[0 5 4 4
I ~ RaRERI R R R
CIIRARE 2 2 1
AR IR 2 1 0
2 mumﬁc BRER s RS ERE
5tEs 2 2 —TE R B ERNE VERERAEZE T » 57 RELVAR ELLIPTA
100/25 ~ RELVAR ELLIPTA 200/25 1 fluticasone furoate 100 meg &1 12 #2805k « [HIH
SRESMZFRITIAE 15 1,039 2B » 60% B2 » 88% B E A MR 46 5% ©
RELVAR ELLIPTA 100/25 #1 RELVAR ELLIPTA 200/25 fHFAR B JEMEEERTFITR
3.
£3. FREGEIIZSEED » ARELVAR ELLIPTA 100/25 f1 RELVAR ELLIPTA
200/25 AP 2 BEF2 % AR RIEEER 2)
RELVAR ELLIPTA | RELVAR ELLIPTA Fluticasone
200/25 100/25 Furoate 100 mcg
(n = 346) (n = 346) (n=347)
AERRE % % %
G RGIER
[VECE] 8 8 9
BT ESRES
BORE R 7 6 7
TITHERE 3 3 1
R E R 2 2 3
BEX 2 1 <1
THRER 2 <1 2
IR ~ Rt RRRE R
DR 2 2 1
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E@M 3 Hlﬁ TR RIS D ERIRAES AT » §7(5 RELVAR ELLIPTA
woo\mm BFR— ~ mccommo:o furoate 200 meg &K —Z A fluticasone propionate 500 meg &7
RZIFE 24 BadBh - 1F 586 B2l > 59% B als » 4% B A | IR S
3 Q BLIEASR A - BR T3 2 HIRR 3 HIHHIAZRESS - 7£ RELVAR ELLIPTA
moo\mm BT HE PR R AN EEN 2% F B ERERE | RS 1
mmt,%mﬂ m_i;

Wmm g _,1 B BUTEERE RGNS DENRESEET - $HERELVAR
ELLIPTA 1001258 K —%(n=201) ~ RELVAR ELLIPTA 200258 K —Z(n=202) &
fluticasone propionate 500 meg&F R (n = 100) 7 274 ME5REEAT1 21 B HERGRERNE B IR
B - RS - 63%RICMENIO7T%BA A - TISEER95E B0 (128175) (535%
HEEERI16% - [ ﬁMnm%mMuwwL:Ummﬁﬂwmwv FHEZFRELVAR ELLIPTA 100/25 #H/RELVAR
mrr:.ﬁ» 2007255812418 F 09 5 3 8 A A H%mﬁﬁx_m&\v R IEBEIE « 80

BV - MRS - AR - PRI  BEEEE  E - 835 C BIETE - Lo
SMIEE ~ LEMERRINGES - SaE s - Kﬁma% o

Bt

I8 24 21 76 AR - 2553 RELVAR ELLIPTA 100/25 (n = 1,009)5%
fluticasone furoate 100 meg (n = 1,010)A;&3 (5 5) - SN TR SEt s T A
AEHI RN B4 S REEURIY S S S EE AR R T LS - o
BT BRI S St uihky - BT E » 67%R 1k dx\ﬁ_ﬂ\/ HSHE%
ﬁ 42 ch B 17 mNE \\,@uﬁ.mﬁmmmﬁwﬁ_q E§.F B

; » RELVAR ELLIPTA 1 [
erfﬁﬂ ELLIPTA 100/25 &340 N FH 5%@4%:5 % R R Y mm
fluticasone furoate 100 meg JAR4HAHIA 7 £(0.7%) - 1£ 12 5] 17 g - RELVAR
ELLIPTA 100/25 /&840 (n = 151) A 4 4B (2.6%) %4 SRR IREE T
fluticasone furoate 100 meg J&EEAH(n = 130 RIS A Sl 44 - HLitBhrh e 3T
FOHRIZEC B R AR R 2 -

6.3 L A&E

FR T ERPRESR B AR TS - 7E RELVAR ELLIPTA 14 (@ ARt o 28
BIHA RIE - B LR ER A SR AR B SR BENE - R F—e g m s
S S R v SRR B RN SRR (4 - BT BT DIANIA LR - R
mm% w PB4 B RELVAR ELLIPTA > RIIBERERSE 5 FiRE >4 s -

@dﬂﬁ @ﬁ%@w A MEMKIE - R RE S -

LA BRSSP E

AR -

7 - R (3
71 4ifRf3E P450 3A4 HIIEIH]

Fluticasone furoate £ vilanterol (RELVAR ELLIPTA #{H B 57) % B CYP3A4 %
H o HH5810T CYP3A4 HI4IE ketoconazole & H%-F &5 fluticasone furoate E# vilanterol
P2 BIREES - 255 RELVAR ELLIPTA BB HA{S IR ketoconazole B4 It 262K
CYP3A4 HIHIB(40 ritonavir ~ clarithromycin « conivaptan - indinavir * itraconazole ~
lopinavir - nefazodone - nelfinavir + saquinavir - telithromycin troleandomycin -

voriconazole) & (& THSIERE R/ 227 BB £ B HIN5.9) R B FEERIE(12.3)] -

72 HEpS EEFRE=REen
R AP E A -6E - SIIEAEGE AR A (LAREIN - BB RS Ca e
e QTe AR BT EH IS FIEEERIE 2 BIVEE > 15 vilanterol
R RERF AR - N R S BBy T AR S o R _E B R FE B 00 2R - BAIEIE
& QTe MIRRIIMVERY A By R H SIS TS (3 0 E LR 5 Bl -
7.3  BE HERRTEIHEA(Beta-Adrenergic Receptor Blocking Agents)
PERIETR T { S REETA(F FII(4 vilanterol - RELVAR ELLIPTA [k 57 2 — ) ARl
fEF - tATRER {2 COPD SUER B H %4 MBI REIY - HIL > COPD AR S
EEE RO APHETEIAR - AT AARAEERT SRR TP L Ie e
Bz 5h » FIREI ISR EEY) | TR L B S IR e BIE &7 (cardioselective beta-
blockers) » {E{ [ 2 Lo GEY)IG T FESEIH

7.4 JECRETRRA

JEORSTAIPRAI(AD loop XK, thiazide R FR ) BT 5] S35 A9, BB BB R/ 59
BRGNP RRIM IR SR EAIRS » LR IR pIE AR S m RS
DT = HEPRE AT RS e BRI 5 - BRI T SRR R R RS G T
Iy EEE -

8  RPREREEZEEH
81 &

BURHEH  AEIRFIEESTAR C - B AUSAEEE S FI B a3 B i
RELVAR ELLIPTA fERAREERET - B ERSER: (EANTREES SIS TR
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(EHTEI R & W TR 4 B TR - SR B TR R — E R A TR AL
HE - PR U TEREEHE Y R ARES S T AR TR < RGATIEIR T A AR R
H RELVAR ELLIPTA - FEUBM R IR 4F{F A RELVAR ELLIPTA HA B4 -
-~ FESERI P B B A

Fluticasone Furoate £ Vilanterol - #t A B3 T BIEHERRAZ NBEEHE
s AR (MRHDID)HY 5 {581 40 {SAYEIL mog/m® RyLEEEERE - fluticasone
furocate 1 vilanterol (3B & HHASEE BTSN AFIE S 495 95 meg/kg/day] 2 1% -
T 258 BE T~ fluticasone furoate £ vilanterol SRR EER -

Fluticasone Furoate - $K B R-T-5 5 FAHE KA MRHDID 7 4 f&5 5
1{EEIFE (L meg/m? B HEETERE - KB ESTF ISR AR B 55 91 51 8
megrkg/day) i o M FEBTMBWSISIEH - BB TEME A MRHDID 7 1 %
BT (L mog/m? By LLETERE - RIS ARE S 27 meg/kg/day) 2 1% - SHEEM M EE
BB IREEIRE -

Vilanterol - 31K 8 S F53 FHE FLIME N XA MRHDID 2~ 13,000 fi# K 160 %
HYE S (A B2 DL meg/m? B LHIEECRE - [HAR08 A T8 & 33,700 meg/kg/day ¢ -TRIELL
AUC B - S0 AR S 591 mog/kg/day) 2 1% - MRBIREMBEEM - 4
B WRTFEPAMEERE A MRHDID 7 1,000 SHIEIE (L AUC RELESERE - LR
B S R T AAHE B 43 B 5,740 BX 300 mog/ke/day) 2 15 » HEIZRI A LB RREEEIE
5 - R R S OIS R S B LR ESIRE L ER - AR TY
HEHOR A MRHDID 27 3,900 fSH95I 8 (2L meg/m’ BLLEERE - HRBUIREESE
10,000 meg/kg/day) 2 % » $HEEERA R HAE BRI BT -

RS ER | RS S BRI AR BT AR R ATRE S HIRE L
ATHAEE FRUERE - YRR SiE PRARH S -
8.2 SRERAE
i e i B 47 LA A B SR 00 R B A 4o 1 MR AR E IR A
RELVAR ELLIPTA 9822 -
BB A G TET S - Bl - REEBERGS BT RN
F O[S RARE A RELVAR ELLIPTA -

83 IRASHE

El BRI fluticasone furoate 5% vilanterol 45 & 5y i A AEIHIRL « “Fid
LA S R SR A B 1 FE T G E ASEMI LA P - B B RTEAR L BRI
RELVAR ELLIPTA J5Hi T F ¥ BB MEsIRnvsor - Bt - B AL RIR TR B IR
-
84 SREZMEAH

RELVAR ELLIPTA SR BN RE RS DIr - ARGERE CGRfTl 175,
I 125E) A9ZE e B SR MENT.

I8 24 BE) 76 BAVELET - FelE Y RELVAR ELLIPTA 10025 (n =
1,009)8% fluticasone furoate 100 meg (n = LOIOWGHE - LB EIITH A 425 > MHE
M A SEERAT—ER 0 54— ICRE DRI 2 B i FE R R SR A b
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B BT GRRRMEE S ERBRER - (2L T7H14.2) -] 123 17 5RE
B/ ERHERE(n = 2811 14% - [ B HL4E#5/E RELVAR ELLIPTA 100725 JABH4H 5
(n = 15 HI RS S B 352 K » FiELAEHSE fluticasone furoate 100 meg JEBAE 2%
(n=130)B 5 355 & - fEILAEEEH - RELVAR ELLIPTA 100/25 S6R4E 25 FH 10%i8
REIEEE(LIE(E » T fluticasone furoate 100 meg ;GEEAL TR EHIE 7% - FEHVED
RELVAR ELLIPTA 10025 J&R4ENE 4 2R (2.6%) 3 LRI ERERS M - 11
fluticasone furoate 100 meg JGRELR PUHIBEH N34k - EH/ VIR R Bz T (E RIS
FEBRFET SRR R 0 -

RIS

SRR AR R E R N BRSO SRR R N - RERNED
A EERTE » AN RE stk R BRI
BB - SERIE /R A M B B R (E4E fluticasone furoate) FHIGRHE B ALK
FEE BT - BRITRE -

HIEEE SN S BT OR A Y B T AR B R R RBE TR - e st
& BB TIERNE | NS/ EEE 03 B L8 A5/4) - B UPam #meey s
BISRAER - IR YESE TR - T R R HPA) B I ERE R
Ol NIRRT > 5T A ARSI — B H FRAY HPA SlicheE A B - RS
WS e S R IR B A ¢ Fh S IR AN R R A R e R T
SRS RNE S  QENBERTEENEE R - ERKORAERER
EEsaprsisd TEiER, £ ECach up” erowth AEBATH BN TRERD ZIS - 8
SR AT IR, A M 7 BRI AR (55 RELVAR ELLIPTA)Y SR ERIS F - TEEHIEDIE
4 B (PHIERL S HE) - BISSST R E e E RIS e e - EHE ]
SRS R R R R B T o B T RIS OR A EEE
E3(1FE RELVAR ELLIPTA)IN S SRR » B4R BE IS e 5 B RE4 A ZUZH)
HIERINV RS E -

—TEREE | FERRERE - B TTOE - St - RIBE R - UitEER—
27 110 meg fluticasone _furoate BIEHIIIERE - PG A BB ARG ERN
U . Tt R 474 LEBEMIRTEIES B 7.5 BRAVACIEAI S B 8.5 BRAVERTR) - FAR 2 18
SEREHARI S 4 B - fluticasone furoate SMETHSAFRAR(5.19 L343/ ) BN L RTHIGE
(546 /NSY/AE) o A BB FRER B 027 N53/HE(95% C1 & 0.06 B 0.48) [ 25 ERFAIL
EHEHE(S5.17)] -

85 EEAZHEH

TR A RIS R - WA SR 5% RELVAR ELLIPTA FIFIE - (HAAEHERR
BT AR A BURRT T AR -

{#if§ RELVAR ELLIPTA &% COPD #9REPRER LIS T 2,508 {ir 65 BR(E) A LAY
S TL 564 41 75 BR(E) L EISEEE - (3] RELVAR ELLIPTA JG#CRIGHIRRE SR
SR T 854 fir 65 BR(E) A EHISHE - fEE T BN ER T E M - WARERE
e e E e PSSR i RN SRS R R
AR R T ST AE N E T ENER -
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8.6 HIhEERE
FHRREF M LLEST » fluticasone furoate FEFFIHEE R4 Zatthay Hm\wmm_m
ﬁﬂ% 3% - HFThEER 2 ¥ vilanterol (Y% BIBEEE W MELE - ¥ h el & fEHTThAE
B > RELVAR ELLIPTA VR E{H S5 10025 meg - JEL ﬁ%ﬂﬁ%&%éw&mﬁ
ﬁl@e%mﬁﬂmiﬁﬂ\k\@% mﬁﬂ@a 3)] -

8.7 EIERE

e ZEEMLE: » fluticasone furoate =Y, vilanterol FREBINEER £(CrCl <30
BT 82 REE TR S ST SRS - HEIEA SRS > TAANE
T &/ 2% g/ R E(12.3)] -

10 BnE

H Bl % A A RELVAR ELLIPTA BB HIER H 4 -

RELVAR ELLIPTA &7 fluticasone furoate % vilanterol FifRY 5> ¢ KKtk » DUR BN
HERIR S @ E > BierIER I tE A RELVAR ELLIPTA - FIZ6EBISAEE T+
f#5/# ) RELVAR ELLIPTA » [FBERESAM TSI QM R/ s A A sl %
P R D,wwmrﬂm\ﬁmmﬁm%wm@m@ {EFEEE0 - BEEEY T RE S [ R meE -
SR SR AR TR o

10.1 Fluticasone Furoate

EF & B R T RR(15.2%) » 10 LIRS RS b 0 R 2 0 (Al & e s &
SV E » It - fluticasone furoate FB BT » R TEE VI » KLHE n%%ﬁmﬂwﬂﬁ
HYER - MERSHAZEAS - TESHE B MNEE - N EEEE T
BRI EEHGS)] -

EHE AR FHE I TBERE T RESRT 50 £ 4,000 meg Z fluticasone furoate
HI5EE - (£ 14 KPR T—K 500 mog FHATEIR V1% » YWERIREMES
B R B TR -

10.2 Vilanterol

Vilanterol {if F 48 &I (Y FEHAGIK BLEEIR R B P _H PR 2801 E Y I SO Ak B u
%QE%@EH%%@@%ESﬁq&ummﬂﬁ AR S IR A A B B R (A B &
OER - SMMBESRMEE - LB AR 200 F/20488 « MERE - HET Nwm 9
- BER - B - Ogg o O L B R ROl - RIR ]miw ﬁﬁwa,
HatEse ) - %ﬁ_mmﬁmq%\r?mmﬁg%@ﬁmm%@ % » vilanterol fiE FH 5 g%
ELBkEIEEETES -

M RS
RELVAR ELLIPTA 100/25 £ RELVAR ELLIPTA 200/25 B0 {L4% (105 A B9 4R 0%
AEl» B&7F fluticasone furoate (—7F& 1CS)E2 vilanterol (—FE LABA)fY#E 758 -
RELVAR ELLIPTA #9;E 15y 2 — B fluticasone furoate » 52— &R =&k
FEEER - HALEL R (60,11B,160,170)-6,9-difluoro-17- {[(fluoro-methyl)thio]carbonyl }-
I1-hydroxy-16-methyl-3-oxoandrosta-1,4-dien-17-yl 2-furancarboxylate » H{-EM4ERELT T

IS5

Fluticasone furoate 2—FH [ K > HOTF8K 538.6 » i CorHwF1068 7
TEVER Oy 8RB -

RELVAR ELLIPTARYSS—({BE M5 5) Byvilanterol trifenatate » 35 52—FELABA » H
{EZ4 Btriphenylacetic acid-4- {(1R)-2-[(6-{2-[(2,6-
&oso_OqownzNu\coxEoon%vroxv\cgﬁu&._-r%%ox%w?%ﬁ.MA:%&S%E@E%CE&SO_ (1:1) -

HALBEROT
ct
oH
HO A VA N
HO Ph,CCOH <

Vilanterol trifenatate 2—FEH Bl5 K » HOFE5 7748 FEHAL
C24H33C1aNOseC20H1602 » AGEMERR ST 21BN K o

RELVAR ELLIPTA JyHiasik t R R EE (A Ay SIS, A 25 » U9 A S3chsEy 2 (&%
SaEEAVRTEERE AT « Hrh— R BENY R —(ERTEE R S k(L fluticasone
furoate (100 ¢ 200 Eomv mm%%r BE(12.4 me)BETMEAVE OHER » Bt e
-~ [ERTBEFE AL HH ok L vilanterol trifenatate (40 meg » I 25 meg [ vilanterol) ~ 5
HaBaE2(125 mog) R EKFLME(12.34 melRATIRNYE K - FAKABPSEABERSY -
W AGRRIEN 2 1% > FIERTEERE DI R (E S REE o o 3 TR S0 A B R AR I
RETELHNRRD -

TERRER I MBRIRIE T > DL 60 FH 3 SRR MR ot Ee0s - 7F 4 FOENSRIpN »
RELVAR ELLIPTA )& {E#rBEEE T I 1% 92 #1184 meg (ME1ETHE)Y fluticasone furoate
B 22 meg (BEHETE)EY vilanterol -

TR FE 2R VR ELAH SRR B B 4B(FEVUEVC (& 70% L FEV1ER 30%J85HE
B FEVUERY S0%TERHE IS HITIRZEEEY COPD)EL A 2% » 518 ELLIPTA 5 A
SR TIINET BB B 66.5 FH M E(HEE © 43.5 F 81.0 F/448) -

FEVEB B IY AR AR S5 E T - #5398 ELLIPTA % A\ 5800 S5 0 20 R S0 B
F 96.6 F/ 3 (FIE © 72.4 & 124.6 FH/45348) -

BRI E AR ERRRNEARERE R ERER -



12 ERREEES
121 {ERItH
RELVAR ELLIPTA

ta# RELVAR ELLIPTA 47 fluticasone furoate ¥ vilanterol ffgERY 55 » AL » BAT
R EL{EBIRR 452 1B POt 995RBE B F Y RELVAR ELLIPTA - 32 2 TREEY) Th R AR
B R (— B SR R EER - B2 LABA) - EE R MR L
EXEIE

Fluticasone Furoate

Fluticasone furoate &-—FE& BN = S/ EIEREIRE - BATEE RIIEH - BN
HE5T: » fluticasone furoate 3 AKEHE KB S 1 S B AYAS &1 149 5 dexamethasone HY
29.9 {1 fluticasone propionate 9 1.7 % = [ il RN RIS LL 4 2R BAEG PRAYBERE 1 -

Fluticasone furoate ¥ COPD FUEM; 2 SEAR B 4 B EREVInUt] BRI UO2R - &
% VEFTE COPD MIEIRIN R BIR D EETNTE - WEFEIRCHEESETNESRE
S5 R & % K7 ER AT AT CHERE S O Bk - TP A ImER - EREAIAE - M
BB MICNAEARNE - THIRIBES - SIS0 R - WIS E 4 (EA - Fluticasone furoate
TEBA N B SR S B I B S AR e B R E R T E - AR R
A% R T-(40 NFKB) ~ BUBASISURH R B e FUER SR sIg i L MBS S0 - &
BIEE R SR BT A R AHER © TTRERELEREER -

Vilanterol

Vilanterol 2—%& LABA - 824N\ AESEE T » vilanterol HYLHAEIEIBNER] salmeterol F/{L -
IR N B S R NI RS PR AV R Bl E R A RERD -

MR R T RE AP ITENE LIREESE  BESRAR LT
T . BEAENLET AR BT BEFTELE FIRERSREN 10%E 50% -
B kS Lo R SRR TRE I TR M AT - (BT E S B ML LB AT T AN - B
R B e RN B fEF IR -

B2 B R e B e B BI(04E vilanterol) A SRR E R 2 78 — S0 ol BR PR SH4HAR
AN EISE RS ENRIE R - ILEEZ T R T SR ER(ATP) B bEY, 3,5 IR EF EE R
(2 AMPYIIEF - 18 AMP BETHS @B RE RGN - e AET A BE e
A B AR O R IR AR TR R R -

122 BHPE

(B EstE  —TEEE - SREEEE - TRUEIEIEY: - B EIR MR SUHE G S
85 fi7 (R EEEEIEST QT RHAE - BAYIETE - 7 fluticasone furoate /vilanterol 200 meg/25
meg 41 fluticasone furoate/vilanterol 800 meg/100 meg 47 + #:5E 30 Syt B DI ERE
{HETE % QTCF AHEIN 2R IR A Y E(OS%EREM LB E) SR 49 (0.5
RV 9.6 (122)5H) -

S/MUEZE S BRI E BT L EGERET S RERE « 1E fluticasone furoate
/vilanterol 200 meg/25 meg 47 fluticasone furoate/vilanterol 800 mcg/100 meg A - &4
10 4y 814 AT B USSR E B TE % 2 LB R AR A e B R R A T 2 R (95 % S HHE
A B FEY Y BUR 7.8 (9.4) T/4r48EE 17.1 (18.7) /538 -
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HPA #1222 (HPA Axis Effects) :

BT E  ERESEE T ESEE 400 meg WEERIE T » W AM: fluticasone
furoate I F &5 |8 BT E B MUE DR P B R EEREIRS - EHEEEE
FHT B B B e L B 2 fluticasone furoate 1RSSR T BEZ B (FH KRR _EREL
BRREREABL -

[EE B 22 - - TB$TE COPD BH#PT TR -
fluticasone furoate/vilanterol (50 mcg/25 meg ~ 100 meg/25 meg &7 200 meg/25 meg) ~
vilanterol 25 meg J fluticasone furoate (100 B 200 meg);&HE 6 {# A W N G 82 24 /NRFIIR
WE IR BRI E - - -IEEHE COPD SHEFTEITHIREREDUR » (£A fluticasone
furoate/vilanterol (50 mcg/25 meg ~ 100 meg/25 meg J 200 meg/25 meg)/&% 28 K 27% » ({0
EPY LREERLREETE -

BB FRTESE IR 185 R BAMOTZHEE RTINS €5 - V1o
SHEREG S BE T - [T fluticasone furoate/vila 100 meg/25 me ¢
teral 200 meg/25 meg H o —I0HFE 6 % - FEMUE BEE M0 £ 24 /)
B ~ QBB E AUCo20 5 24 /NIRRT AEEL > fut Far i ;

Ao =S

= < - P >
TWEER - 45 T4k —ZK 10 mg prednisolone F4H 7 KA » B E R B Z I
il -

12.3 g

1F fluticasone furoate (200 Z 800 meg)E vilanterol (25 Z= 100 meg)-FHI I ERE 24314
BB - FEEEL R ALLEERYE T - fluticasone furoate £ vilanterol AYMAER
FETER 6 KL RIS IREE o B fluticasone furoate B2 5 8 iy 1] B2 14 T BEBIEEMES Y
2.6 £ > vilanterol Bl & 2.4 {Z -

UL

Fluticasone Furoate - Fluticasone furoate £ 4% R VT AE A FENARINEER - 1]
0.5 F /NSRRI AR - B AL TR - fluticasone furoate FY4RE 4 5 7 A1
B 152% ¢ FEAR ASBEIRIEREZE RS IR E AR - SWHEHONEE
BN B 4 B T FSIG(R(LY 1.3%) - RBSEGARETATE S - COPD REMEE
P BIREER(AUC)ELLREZ 3 E 5 K 46%8 7% -

Vilanterol  Vilanterol §(i %18 W AEEEATR AR « AR 10 53880
FERNRME HELRE « 0B AFE-THE - vilanterol N4 A BB RTHIZR B 27.3% - TERE A BN
B £ M i T B 1 MR WA A B PP RN TR0 TR B P B0 LI AR 4 R T il
{RUER 2%) » PR ELUHRETHTE RS - COPD BE TN SBEBAUC)EILEREE
R 24% - R BE TS SIRERAUC) LM EHE 21% -

bAxil

Fluticasone Furoate - Mg S EHIREHGEZ 1% - BEIRE TR ik
&k 661 It - Fluticasone furoate B3 A\ S48 M V45 SR E(99.6%) -

Vilanterol - ${E S5V ESIR AR 1% BERE T MmEERE 165
Ft  Vilanterol BL A\ JEHMAFE AMIGE & 93.9% »
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Fluticasone Furoate : Fluticasone furoate £ 4 BB h i A& 09 /730 F B ELiEIBHET

B - #EH CYP3A4 o5k A B EI R SRR AT Ay - B AN e E ol B stEs
RS EER furoate S0 & SUME G HE— AR BT fluticasone -

Vilanterol : Vilanterol +Z 24 CYP3A4 (R Z51B1 BAP: {E R ELE RS

IREI T -
5

Fluticasone Furoate - Fluticasone furoate K ELACHY) T+ B4R 28t B (EHEH B 4} »
HEl B4y BISTHEE R DR EI B EIA IR AT BN 101%E 90% » 5ol i 8 43 Bizis
ENCRE 2B IR LRI RA 1%8 2% - IFERIR AL % R Ear s
B Ry 24 7NEE -

Vilanterol - L1488 1% > vilanterol = FE 2 4EFR{CHI/E FBERR - LA B EHE
AR BB (HE D BIHEET 70% K 30%E [EIUL A E SR E) - m@wﬁﬁ\/%ﬂﬂ% eS|
vilanterol 25 meg 7 {&BYEREREER - COPD E3&11 vilanterol (YN AFHERR 21 B 21.3 /NiE »
AL Ebm BE Ry 16.0 /i -

SRR | BORE BT IRE AR & R H T N E R %] fluticasone furoate B2 vilanterol
ZEEE IR BE 1 B -

B 1. &fFE-F Fluticasone Furoate (FF)/Vilanterol (VD)2 % » NAERZE S Fluticasone
Furoate B2 Vilanterol 2 BE¥78) /18 PK) i/ 4E

PR oK FF : fES{LR 90% Cl Vi (LR 90% Cl ;i

HEWHET2® 2 AUC f—— —— TR
Cins [ — RN
RS ”
AC 1 — [ | See——
”W Crnax H—A b *
AUC [ — I E——] N
ax Crmax - et NG
AC [ — AN N
Cona - i AL
COPD"
SR Auc o et TR
[ I ol
Bl REEA AUC e gl FEASME
[ _— el
A1 - B AUC H . R
Cmax bl I A
o
Ll 65 AT I +t FRACAR
[ H 3
BRI : HEAA AuC [ o FEEEWE
Crnox el [——
151 - BiE AUC il b RN
Cenax Ly
— — — — .

T T 3
@ 05 10 1.5 20 25 30 35 40 ¢ 05 10 L5 20 25 30 35 40

MRS ENNL HERBEHANIL
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! EEFURERN £ CICHER 30 258 SRR Z H LRI04 R ; EEE(Child-
Pugh A &%) - T1&(Child-Pugh B 4%)FTEE (Child-Pugh C 40)FFIheE T S4B S5
HHELERAAESR -

* 1E COPD AN TIEIHEST T FHIELER © 4F# 2 LU BER 65 BRfE RybLissds - MEHI
LR REEEEEE - TR A ATERLES# -

B EHS - BERETERZEET - B AM fluticasone furoate 200 meg FiiE
FH2 BREZAUC)BLLENMR A 27%% 49% - {F COPD 550 B gz
FEPRIERE 1) - K Hﬁmﬂﬁ&mm‘mﬂmwﬁmﬁﬁm@ fluticasone furoate W@m%wﬂm
H%r]ﬂﬁx@.ﬁ@%ﬂ\%ﬂumqmnhmmmm BEHLHE T R A B R
£ COPD HIgs&E Y » fEEE vilanterol mqmwﬁ&m&& B - &l%ﬁ F
WTN n_u SRR rﬁm_ HY vilanterol Cax {5 T N JEEE R Z5E Y 3 4% - T AUC(029)
,EWMEUEE AT+ B HY Comax BYE RIS Sl M 22T M -

HFIIEE = - Fluticasone Furoate - {FiE45 7 X E1EIL T fluticasone
furoate/vilanterol 200 meg/25 meg (EEHFIHEER £4R(AIET 100 meg/12.5 meg) 7 1% » 8EFE «
i R EERFINRE R 22 %583 TP AY fluticasone furoate 4: R EE B (AUC) S RISk R 22
EFE 34% - 83% K. T5% (BLE 1) -

TEFERTHEE A2 B2 fluticasone furoate/vilanterol 200 meg/25 meg SERRET 24t
Fp o SEIUEE RRR R0 F 24 /NS BB S E KT 34% (95% CL: 11%

51%) - TEEERFIIRE R £ 3%% fluticasone furoate/vilanterol 100 mcg/12.5 mog J&HRAYZE,
FHrf o EEMEE DIRE RO FE 24 ;,mi@@mmﬁﬁﬂ$_u_% 14% (95% CI : -16% -
55%) - ﬁ%wmﬁfmﬁwﬂﬁwﬂﬂ 5 100725 meg WWREF DB RRELH/

S\mimwo\ TF#E4E 7 REFEILT fluticasone furoate/vilanterol 200 meg/25 meg (5 &
FFIIEE R 4R 54T 100 meg/12.5 meg) 7 1% - FFIIAER-2 ¥ vilanterol Y4 S IREER (55 7
R Comax B AUC20) WIS B(RE 1) -
FEESTE 3 P R THAE AR 4 (vilanterol 25 mog & 4F5F /%) SV ETE AT TIEE R 4 (vilanterol
12.5 meg EHFEEE)NSZeE T > AR ZHHEEEr » fluticasone furoate/vilanterol &
FOLE LBV M P & s AR MEE RAT R B2 -
B2 CREEFVREARNZHAE D » FEFEZHZMHEEE - fluticasone
furoate [1J£- G HREE R #ET | AR S » vilanterol 12 BIBEEE (AUC24) HI S ! 56%
(RIE ) - EEEETREA 22 E T MRS EEE - W SR s
B EARENHE 2 S R ECHSEaE IS DL EE « LU E M
FEEA -
By E{ER
EHEEERT - FIBEBAEEMELEL - fluticasone furoate 5, vilanterol HYEEY ) 783 a2k
R SR EERRI R 2 2 - FE(%R ABIEF > fluticasone furoate B vilanterol #{44
BB BB [ S A R B e IR T AR RGN o
A EE P450 3A4 A#8Y - % ketoconazole 400 mg S (FE FI% - FOLeRIBIAH RS -
fluticasone furoate 5 vilanterol FYBREEZ(AUC) I BIE T 36%H 65% (RLE 2) -
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Fluticasone furoate §YBREE 8 A2 Er P MDA B LR BB 2(0-24 /NIF)BE(R 27% -
Vilanterol SREE 8715 3l R @ BT Cop R sl 8 T IR B AR 2 S e -

B 2. L Fluticasone Furoate (FF)/Vilanterol (VD& B TR, Vilanterol EL R3S AU HIE

HHBSHE P RLE % » §FFI8EY * ¥ Fluticasone Furoate % Vilanterol Z &€
BHB(PKRIRE

SMERERB Fluticasone Furoate (FF)EE Vilanterol (V)2 PK (&2

AT PEFARRY PK FF : fSMLER 90% CI Vi : (SR 90% Ci - ]
,W
Ketoconazole AUC ] ] [ AnCBER
Comax [ | e
|
Verapamil AUC T1|i¢|.»\1m FEREINE
!
Coren e
T T T ] r _ T ¥ T H

f
676 1.00 125 150 175 200075 100 125 150 175 200
EHRSFENIME AR SFHAIRE

BRI A LR -

P ZEE(P-glycoprotein) #/#/ZY - Fluticasone furoate 82 vilanterol &2 P BEZE H (P-
epIFHE - RS HAE T > HEEGH240 mg BH—RNY verapamil (—IE5834A7 P-
gp HISE R Ay CYP3A4 HIIEN & L TR &84 vilanterol #Y Crmax 2 AUC (RE
2) - EETH AT IR P-gp HIHIEIEE fluticasone furoate BYEEYAT T {EFIEAER -

13 JEEIREEE
131 BoEl - Beedit - A EE

RELVAR ELLIPTA

B Rl A$H 4 RELVAR ELLIPTA #E{TREEN: - BEee@MEsi4d g HEENUR
{EA S EE AR5y fluticasone furcate §11 vilanterol ATETTHVATSL » SBHAT -

Fluticasone Furoate

T RERVNE S BT TR 9 & 19 meg/kg/day (A mog/m’ R ELHCERE - YR
A MRHDID 1y 0.5 {8 2 T ABIRHY 2 5F0 A4EBEEZE T - fluticasone furoate IS [#5(F
B AR IR S 4 TSRS -

Fluticasone furoate fEAMETsAE T 1 AR RZEE » £ —IHPUNEMIE L5178Y
SRREFT T AV B NS P BB S B SR T AT R IS A B TRE - (LD R BHETTAYERE
WSS WA TR REE RSN -

BAKBR IR E S B TEIR 2 29 & 91 meg/kg/day (DL meg/m® B bLacEERE »
Sy AR E AR A MRHDID #Y 1 % K2 4 )95 AME fluticasone furoate 27 7% » WAL
Al B IR E NS -
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Vilanterol

—IELUNEHEFTIN 2 LR MR FLRR © 7E 29,500 mog/kg/day (LL AUC BLhisci
B 49HE PR A MRHDID #9 8,750 I ATE T » vilanterol S8} 8 P AYIIEE
REE R B AT EBIVAEH S - £ 615 meghkg/day (DL AUC RyELiER -
SIMEE R A MRHDID #9 530 )20 AR T - FEE A RR LB & avER R -

SRR BMEFTEY 2 EEBECRET - TES R 84.4 meglkg/day (BL AUC
BoELiERE o B R A MREDID #Y 45 S5/ 519K ARIE T » vilanterol & HE £}
B ISR E S A R HIR AT R BN NS U EE T EREREE
HITBIRERYEST < £ 10.5 meg/kg/day (B AUC RLLUgERE - 49MEE R A MRHDID £ 2 £%)
B AR T - MR BB -

BT B I AE A A SRR ST A A AR ERR R A s e
R0 = B A RS S B B A A T B -

Vilanterol /£ FHUBEEME AT HEVRHIGE R ZMEMERIE © B5h Ames 734 ~ 76
R BB - EE K BIERE DNA S(UDS)INT ~ DURBESMIF SR B e
(SHE)4TIHS34T - Vilanterol TE88S1/NBUARESIEE 347 T HORHIGS B2y FHERE

TEHP AR BB B BHE RIS 31,500 K 37,100 meg/kg/day (A meg/m? &
ELBCEERE - S FISTHIE YR A MRHDID #9 12,000 £5 K2 14,000 {%) 2% At vilanterol 74
TERST - AR BRI PIER L T IHERIRE -

14 BERWSR
141 1SMERHZEHERR

¥ &M 7,700 fi2 8875 COPD {9325 # 575 RELVAR ELLIPTA BYZ- &I - 5%
B staldtm S 4 T B HT 6 1 63 12 {5 Ayeaahisrslss - 3 A 12 AEH
fluticasone propionate/salmeterol 250 meg/S0 meg HY;E S LLEEES - DU B HAERAE]
B#5EE - RELVAR ELLIPTA fUB E BE LU T AR RN B R RE R & 4 HER
el By kiR -
Vilanterol #75| &35¢

Vilanterol it COPD Z Bl #1280 {iE f—TES ¥t 602 fir COPD BE Pk ]
% 5 FERIE > vilanterol (3 F 50 meg) SRR Z 455809 28 X - BEME - UE - LRIFIY
BRI AT O 4HERES - ESREET - 55 1 REESE 28 KfY FEV) # 2 B B S fHRR e B 6 (E
BHNIER R (E 3) -
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B 3. 55 1REE 28 RIGKBEE L5 FEV, (0-24 /NIF - EFDO MR EA B/ NE S
(LS)y P52k
BIX

250
200 4 L
150 4 ) i
100 T — T u\o
=7 B o

AR R LS SPEyML S

O = o e e e e
50
T T v T v T
0 T2 1 5 12 16 E 24
BSR(NE)
D 2N e Vilanterol 625 meg 8—@-@ Vilanterol 25 meg
-4 Vilanterol 20 mey A4 Vilanterol 125 meg w-m-B  Wanterol 50 meg
ERIPS
300
m 250 4
A3
2004
' A
P A
- L) -
g B o
m 507 Wﬂ-ﬁTlﬂ.lﬁv\.\.\.\.\ﬁG/D\‘\l\'lll\\n\ﬂ_
E o TR T
[
<5 e}
T i Y T v T
012 4 a 2 16 20 24
[5G
O KN Aede e Vilanterel 6.25 mcg @-@-® Vilanterol 25 meg

¢—o—¢ Vilanterol 3.0meg  A—k—A Vilantero! 125 mcg m—m—® Wianterol 50 mey

F£3~ 625 12,5~ 25 J 50 meg BIE4H T » 55 28 KYEA FEV B 22 HI4HAY
R E 92 FFHO5% CI : 39 144) ~ 98 ZFH(95% CI : 46 > 150) ~ 110 EFH(95% CI
57 » 162) ~ 137 ZFF(95% CI : 85 » 190) 5 165 ZF1(95% CI : 112 » 217) - iSUbsE R E
COPD #Est s Bas 1 4 vilanterol 25 meg £ K—RATHLEHEITRES, -
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Fluticasone Furoate {75 & 12

BEESTE COPD BT 2 55 T il P FTARE IR fluticasone furoate BB -
RS R B ETE R HERB RS | BN S S FER TR
(14.2)] »

4 TEFFER R BT T RELVAR ELLIPTA $HiThaE(3Es | 12 RELEHSGB 3/ 4)
BB -

BfThEE

R 1A 2 SR Al 24 IBOVEEE - 85 - LRIEIEIESE - B E N RIG
RELVAR ELLIPTA ¥ COPD 83 7 BiBhAEAVRERAY - 1ra88h | v - Sl En i %oy
7i# A RELVAR ELLIPTA 100 meg/25 mcg * RELVAR ELLIPTA 200 meg/25 meg ~
fluticasone furoate 100 meg - fluticasone furoate 200 mcg - vilanterol 25 meg Fr 2 EBEHAH -
FESAER 2 5+ TSR 534 A RELVAR ELLIPTA 100 meg/25 meg -
fluticasone furoate/vilanterol 50 meg/25 meg - fluticasone furoate 100 mcg ~ vilanterol 25 mcg
REEEEEE - T aRIItE TS BERRA—R

TE 2254 (U BHE T - H T0% KB - WH 84%ERIINEA - L PEFHE 625
PR S By 44 E1AF (pack years) » A S4%SEHERL B I RTINAER A - (EERIRNS - (5
REREIR I TEIGTER FEVI T 4TE0 R 48% (HE © 14%%E 87%) - (A RS TR
1%ISE FEVIUFVC ERfE Ry 47% (FE ¢ 17%Z2 88%) » IR E bR B 14% (FE © -
41%% 152%) -

ENEABS T ERCIGTHE IR S R EE 168 XAFATREER IIMETS FEVI (0 &
4/ - DAKCES 169 R ZAKA FEVI (38 168 RIGETRrle—FilT 23 & 24 /NIHE P AIG.
FEV{EBYEIGE)EEIN EEEAYEE o $1% fluticasone furoate/vilanterol & FREREL
fluticasone furoate FYfjIMEEIS FEV B IEFTERES - #2DI5EME vilanterol $f RELVAR
ELLIPTA 09875 - $1¥¢ fluticasone furoate/vilanterol & 3841 vilanterol HI{EA FEV1
fTEL#E » #FELLEF(h fluticasone furoate ¥f RELVAR ELLIPTA (B35 -

% 168 K% - RELVAR ELLIPTA 100 meg/25 meg FHNMEEEE FEV: (0 2 4 /NER) 5
THI AT 2 IR AT IONE FE A5 L EDHIEE fluticasone furoate 100 meg (55 4) -
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4. L 6 BABZIETY FEV: (0-4 /NEHEMES FEV AR BB ERTR /I

Tk B4 51 RS 168 KRB % A5 FEV: (0-4 /N5 - EFD IR ENFR TS
JHESEES FEVL (0-4 /1) (Z71) &4 FEV.® (ZF) -
HER T NEa THEA T E R ERN
Fluticasone | Fluticasone 300
Furoate Furoate Vilanterol
gyl 100 meg | 200meg | ZRIH 25 meg 0
TR N (95%CD | (95%CD | (95%CI) | (95%CD | (95% CI) 20
ETY g
RELVAR M 50
ELLIPTA 214 168 — 144 45 ¥ oo
100 meg/25 meg | 204 | (161,266) | (116, 220) (91, 197) (-8,97)
RELVAR M 0
ELLIPTA 209 — 168 131 32 &
200 meg/25 meg | 205 | (157,261) (117,219) | (80,183) | (-19,83) : ¢
B 2 T e
RELVAR
ELLIPTA 173 120 — 115 48 100
100 mcg/25 meg | 206 | (123,224) | (70, 170) (60, 169) | (-6,102) veowo ” SRR =
P68 K - B89 PREO ELUPTA YOW25 ookt BREC ECUIPTA 20025 O ZR
b »% 169 wm ° &-2-8 Fluticasons furoate 100 g O-C-C vilanterol 25 mey &d-d Flulicasone furoate 200 mog
PR EERT R R 5S4/ NEEIT S TR RETREAS - A8 1 88 1 KR5S 168 RAYRHhGE 00
ST 4 Fw - TR 2 CREET) PHBRE ISR - o
ot S -
o0 P =
w” S ,\%Q\s
z A
¥ w0 | 4
b S —
" P ety CEEREEEEERHEL
™
s
160 -
8 % 1% 50 £ 1 S

Tirre Sinze Dose ity

&-®-@ RELVAR ELLIPTA 100/25
#-#-4 Fluticasane furoate 100mcg

%o RELVAR ELLIPTA 200725
O-0-C Vilanterol 25meg

602 Placebo
&-a& Fluticasone furpate 200mcg
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168 K

2561

206

150

50

FEV1 RO B e T ()
2

56

100 )
g5 5 0 @ 12 8
AR RT3 0)
@-0-9 BREO ELLIPTA 100/25 wedek BREO ELLIFTA 200025 C-THE
E-B-% Fhuticasone furoate 100 meg OO0 vitanterol 25 meg &~&A Fluticasone furoate 200 mig
¥
250
e 3 &
il *
T R -
L .\.ai-mm DR S
m. Mmu R €3
& omed @
y
g
% W9
W e A =
8, ; . e
o
j
=
51
<10
a@ % W ¥ E kP 25
e Since Done iany
-84 RELVAR ELLIPTA 100725 #-#% RELVAR ELLIPTA 200/25 33+ Placebo
#-8-& Fluticasone furoate 100mcg - Vilanterol 25meg &—&4 Fluticasone furoate 200meg

EIENS FEFMETSIE ARSI H R 2 {54 FEV BRI EREN B L - £S5
169 XEF > 5% 1 f1 2 RSB 82> fluticasone furoate/vilanterol & EEGEATES FEV)
A BB e R B hIATER £2(3% 4) - RELVAR ELLIPTA 100 meg/25 meg ¥ vilanterol
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HIEREE IR RGBS (R 4).

SEa 11 2 48 FEVI 335 AR EIEIEAEITHRE « J0E FEVIMESRAE | FiL
T | BEERE 4 /NS FTEC RIS TR EES FEVL(FY 5 ~ 1SFI30 948K 1~ 271 4
/NERFRECERHIROIIAES) - S TIEER DL RELVAR ELLIPTA 100 meg/25 meg JEH#E4H
PIZZRIPAH AU FEV SRR B BE > S B Ey 152 B 139 ETNINEE - 118
%2 RELVAR ELLIPTA 100 mcg/25 meg SARHY 25 E T - BtAE £IEF(ER R FEV 855
BRE(E IS0 100 ZFH) A AT BERT B 16 535 -

B © A Be 3 F0 4 BRI - % - 52 EHE > HEREH BN AR S RELVAR
ELLIPTA ¥ K EFE COPD oAb $5 4 ATHFRY - A 5B 3RTE 4 B A RS
%% fluticasone propionate/salmeterol 250 meg/50 meg & Fl FZHAME » Sh1L KRB ELHE A
THIE P —{E&%4 - RELVAR ELLIPTA 100 meg/25 meg ~ RELVAR ELLIPTA 200
meg/25 meg ~ fluticasone furoate/vilanterol 50 meg/25 meg B, vilanterol 25 meg -

B TR T RGN S B Ry P B/ E S b(exacerbations) ¥ E £ 2 - 53
Fhgt i fluticasone furoate/vilanterol &5 %M vilanterol 7 THEDS » # L5V 4% fluticasone
furoate ¥} RELVAR ELLIPTA 25 - 732 2 EEER T > BN ES B 2 (&)L FE
FHEAR (PR EEE - BER R T LS - ST R SRR LR
BRI THHE -EREER - 5D 2 RIVERER - BiS CR&/KR/aass) - M
HRygE - DUR ISR - COPD S bAvER S A £ S B HEmE R /5t
AEZEE  IEAHESE  WRAERAE R BEEEE -

B 3 A0 4 SLEE 3255 B - HohE 7% AEME I $5%BEMNEA - &
SEEIHEE A 64 B 0 TEHOURFE S By 46 BIEE (pack years) » W6 44%ERHET R H BUITERENE -
FEER RN o (ST REIERAMAT 978 FEVI B ER B 45% (B ¢ 12%% 91%) - [
S R EERANAHI TS FEVUFVC [L{E B 46% (FEE 1 17%% 81%) » EHR 23RN
FRBEZEES AP EHER R - B Ot R 15% GHE © -65%% 313%) -

TEERIEEEG P - #0 vilanterol #HEEEY - {#F] RELVAR ELLIPTA 100 meg/25 mcg
BT 2 E TP/ EE COPD B b 47 3% 4 Sl (K(38 5) »
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R5.  PRENEESEHEERBEG

H Vilanterol
HGERER fHECEEIEE
SETEEEY) N (EE) = 95% CI
Es 3
RELVAR ELLIPTA 100/25 403 0.90 0.79 (0.64,0.97)
RELVAR ELLIPTA 200/25 409 0.79 0.69 (0.56, 0.85)
Fluticasone furoate/vilanterol
50 mcg/25 meg 412 0.92 0.81 (0.66, 0.99)
Vilanterol 25 meg 409 1.14 — —
SE 4
RELVAR ELLIPTA 100/25 403 0.70 0.66 (0.54, 0.81)
RELVAR ELLIPTA 200/25 402 0.90 0.85 (0.70, 1.04)
Fluticasone furoate/vilanterol
50 meg/25 meg 408 0.92 0.87 (0.72, 1.06)
Vilanterol 25 meg 409 1.05 — —
ﬁmiwfm\ﬁv@mm 12 FANIREERE - BRI o DALLE: RELVAR

ELLIPTA 100/25 K — 8 fluticasone ?.o?osmﬁ\mm_ﬁnﬁao_ 250 mcg/50 meg FF R RIE
WAL » $ELETAE RELVAR ELLIPTA f COPD 838 B HEGERTTh AE M HIEE ROV -
H AR H SR IR FEVI (0 5 24 /NFDTESS 84 RIFHEEIN AT ENIEHE
FESER S 519 B E > 64% 5B BM H 97%EE A THYER R 61 5t PR L
40 A4 pack vears) ,Jm mmﬁ»ﬁmgcmﬂﬁmﬁmﬂ o [IFT#EES - 4 RELVAR
ELLIPTA 100/25 B ER4EA - (E L RV SRR 9Tt FEVi B th Ry 48% (HEE -
19%% 70%) %wdﬁmUv mm/\_\m/\ﬂ ER{E A 0.51 (0.11)— - [-Figa]if BothR 1% (5
E -12%% 83%) £ I{# F fluticasone propionate/salmeterol 250 meg/S0 meg #y
FRAA Wﬁwmﬁvﬁﬁwmj@m\uﬂﬁmm& FEVI 3L 5 47% (BEE © 14%2 T1%) ~ T

Saov FEV/FVC ER{E B 0.49 (0.10) & - SEIBIEE b Ay 1% (BEE © -13%E 50%) °

ERED 6 (1 511 ABET > 68% B H 94%BH A ¢ daﬂ%ﬁ 62 5% ; SR

FESE B 35 EME(pack vears) > WFT S2%EEHERY H RIS - ; ;
RELVAR ELLIPTA 100/25 ;65405 - [ERY & ﬁﬂmﬁ:@qﬂ&ﬁ# FEVI B4 LRSS
48% (FilE © 18%ZE 70%) %ﬁag mm<<m<n & 0.51 (0.10) » §6 « TR ESY
LB 12% (HE - .moﬁw T7%) - & {[{# FH fluticasone propionate/salmeterol 250
meg/50 meg HYAHRAAA > R wmﬂm%ﬁmm:mﬁtqmaﬁ FEVI E4rEE B 49% (i ¢
15%% 70%) - ﬁSaU FEVV/EVC BB 0.50 (0.10)-fF a4 bR B 12% (&
B : -66%ZE 72%)

Teskls 7 69 828 LT - 2% BB H 98%BE A ¢ LM R 61 5% - AR
FAs By 38 404 (pack vears) - MIF 60%EEHESE B RTIHERFS o TLERSEGES » M
RELVAR ELLIPTA 100/25 #3;a84008 » (L R B RERIENHITET FEVIEH 2R
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48% (HE  18%Z 70%) ~ FEH(SD) 1m<_\m<ﬂ BE{E A 0.52 (0.10)——F - SEIgE]EE M 4
Eb 12% (F5[E] © -26%ZE 84%) o SRl T FH fluticasone Eo?o:ﬁo\mw:dﬁoan 250
meg/50 meg AVEREAYL  BRXRE %Wmm%__ %A EETEST FEVI E 43R Ry 48% (ifE -
16%Z 70%) ~ J39(SD) FEVYFVC thffi £ 0.51 (0.10)—FF - g ulf Bk A 12% (8
B -15%% 67%) °

LEtER 5 o » JOMESZEE FEV: (0 24 /NI BB E S L (SEY & (L - 1T
RELVAR ELLIPTA 100/25 495 174 (15)ZF} » ify fluticasone propionate/salmeterol 250
meg/50 meg 4R B 94 (16)ZF(HEERIZR 1 80ETF 5 95% Cl: 37,124 7 P<0.001) - Fal
5 6 FIsAER 7 b - JHEYEES FEVI (0 F 24 /NI T BB E NV (SEY &L » 7E
RELVAR ELLIPTA 100/25 40N 4Bl & 142 (18)ZFHHD 168 (12)ZF  iff fluticasone
propionate/salmeterol 250 meg/50 meg L5 Bl By 114 (18)ZF 1 142 (12)ZFA- G55 6 o=
SERSEE 1 29 F 5 95% C1 1 22,80 5 P=0.267 5 3R 7 (UBGEMIZER 1 25275 95%
CI:-8,59:P=0137)-

142 o
HHHE 9,969 fif BB FHHAY 2 E L RELVAR ELLIPTA Hy& & VEEIRRRY - R
mmwmm BRI E 4 RIS MQ ERE 128 1 HAHI 24 - LR 1BERH2M4E
mJEA ExtEs) - | TH A8 24 #8(dFH fluticasone propionate/salmeterol 250 meg/50 meg £y
SR EEICEERER - DUR R IR S #5858 - RELVAR ELLIPTA RN

:'r

HWHQ% XA R S ER R 4 TERRET R B R RE -
<:m=88~m\ 7 _(mw,mm :

BRHET S %MH_FWN S_wsﬁno_ Aw W 50 _ﬁomv &»Mmmﬁm
AT Y AARER - AR - 5B | REEEE 28 RAY 1m<~ mm mmm;ww%mmm‘ e
BEE ISR 5) -
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B S 351 REE 28 REVEEER LT FEV: (0-24 /NF - EFDEEIRNERERIR NS
(LS) 988

EAN
500
m 400
] - . ]
g
g 200 /..0\\\ s
v
-
N <
m 200
W 1004
04
T T T T T T T T T T T T
] 2 4 [ 8 10 12 14 16 8 20 2 2
- BHRICING)
-0 R Yot Vilanterol 625 mcg 8-@-@ Vilanterol 25 mcg
46— Vilanterol 3.0 mcg  A—d-a Vilantero! 125 meg W88 Vilanters! 50 meg
E28K
500
m 400 4
&
$
fod 300
w
wd
k2
m 200 4
=100
o
1 T T T T T T T T T 1 T T
[ 2 4 8 8 10 12 14 16 18 20 22 24
BERICINE)
-0 e Ay Vilanterol 625 mcg @-@-@ Vilanterol 25 meg

44— Vilantwrol 30mcg  A—&—4 Vilanterol 125 mcg &—@—8 Vilantero! 50 meg

f£3+625+125~ 25 F 50 meg BIB4H P + 5 28 RIVEA FEV fERN 2 BIRILAH
FEHESR R 64 ZTH(95% CI © -36 > 164) ~ 69 ZFH(95% CI © -29 » 168) + 130 ZFH(95% CI :
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30 > 230) - 121 ZFH95% CI : 23 » 220)F 162 ZFH(95% CI : 62 > 261) - B b4t BTN LT
SRR IR - SR AR RO EER R BT vilanterol 25 meg AR RATEEERITERM -
Fluticasone Furoate V| & 158
B 3ELARG BT - €y - AR EE - 8 ERHBYEEH- K8
78 fluticasone furoate TH/EE (25 % 800 meg) #EFTELE < 7 25 4 200 meg HHF & » FE 81
&S FEVI A 2REMBIERE IS » {57E 200 meg LAY 8 vh QI A 2 — 5
HUBBSIMIGS - RS EEVEaR » 53 185 B 5 $14 fluticasone furoate 200 meg & H - -

A fluticasone furoate 100 meg 5 H FISCGEITERE: » SUBRNIGE R OIS BIEE H— AL e
BER([E 6) -
Bl 6. Fluticasone Furoate AR MEA IR0
687 SEaEe 685 RS 684 WEER 202 SRR
400
=
B 3007
z
2
£
w 260 4
&
=
E 1004 * +
m oA d e N O N
100 4
Hf(meg)
FFOFF FF FF EP FEOFF BF FF PP FE FF FF OEF EP FFOFE
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WEM - B F - AT RRRRER PR S RPN o Bop 3 IR TR TSR A
BRSBTS RIRE D LT LABA 4857 BERRE AR S
TIARZHERZ3E o > $E5/FK—K RELVAR ELLIPTA B2 RshER 1 -2 -

3) o SIEREA 24 2 76 BITE(LEE - HERZHEY RELVAR ELLIPTA 100/25 09;64% -
FHEZRS fluticasone furoate 100 meg 5] BB FRE S LB (L B 2 R T LS an IS g
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7. SRESTALUEES - TG FEV, (0-24 /NF) (EEFD RIES FEV. (EFHARBG B

BBt -2-3)

HORESFES FEV1 (0-24 /N (BEFD)

Ei=t) HE 1 AR 2 R 3 RS B 6
n=609 | n=1,039 | n=586 n=2,019 n =806

PR (BR) (FiE 40 (12, 84) | 46 (12,82) | 46 (12,76) | 42(12,82) | 43 (12,80)
ZHE(%) 58 60 59 67 61
H A(%) 84 88 84 73 59
PR BIEE () 12 18 16 16 21
FERWFE * (%) N/A 84 N/A 86 81
EAEHRRFII FAEERT FEV) 232 1.97 2.15 220 2.03
(L)
FL ORI TR 70 62 67 72 68
FEVI B4R (%)
At el 29 30 29 24 28
T (EFD 614 563 571 500 512

SUERR ISR H AT - B B O SRR 10 B4 -

SREGL - 2 - 3R BEI2E24ENEER - S¥ERELVAR ELLIPTARI S & & 2 fif
THEERTRERY » £e5B0 1 - SelHhEtE 40 %47 # ARELVAR ELLIPTA 100/25 -
fluticasone furoate 100 megal e RINIAE - FEatER2T - el EBE TR 2t ARELVAR
ELLIPTA 100/25 - RELVAR ELLIPTA 200/25% fluticasone furoate 100 megél o FEEES3 R
St R4 4E 43 ARELVAR ELLIPTA 200/25 - fluticasone furoate 200 meg=fluticasone
propionate 500 megfl © P ARRAIREE T B ERT A—X » {Efluticasone propionate/]
b > BASRERIR o IEAT{E F—RER A i B s — R A R R A — 7
LABA (I A M: B e SE R S 5 R B R B EE T R R ) 2 sl B g e A —
ERAEE A KR > A B A AR FILABA SRR « B A AR mE Y REAR R/ B0 % G PR B B2
& IR EEABNRRE  GERESIE -

SUER 1 FI3EEE S £ R AR & R BTG4 (4 Bl Ay | 2 24 BN TiD
FESPHFEV) (05 24/ NI BN B A AL - AR IR 824/ NIF IR A
FEVIAHETA RS E (L - an@wgququ_%%niLﬁ%ﬁ e S | 23T IR EEFE V) (0
04 NI SR (B (- SR 1 2380 1B R — B B B2 424/ N R (R FEV)
Eﬂéﬂﬁm%ﬁwgQAWmaﬁ%ﬁwuﬁﬁ%mﬁk@mmwmq%v dmﬁﬂﬁmm/\_ (0ZE24/N\BF)
S HIEERI30 8 i ; Llwrwwm\mwm.\mmhﬂﬁ S 153048812345
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HERGHRED) *mww\/uwmﬁmumﬁ -
ta . uticasone uticasone
L FeRI Furoate 100 mcg | Furoate 200 mcg
Wi n (95% CI) (95% CI) (95% CI)
Hgg 1128
B EDEE ICS » BENE ICS + LABA
RELVAR ELLIPTA 100/25 | 108 302 116 —
(178, 426) (-5, 236)
HER2 (128)
FEBEESHE ICS - B PEIE ICS + LABA
RELVAR ELLIPTA 100725 | 312 s 108 —
(45, 171)
HER3 24 H)
EElE 1CS » serfuRlE ICS + LABA
RELVAR ELLIPTA 200/25 | 89 — — 136
(1,270)
&4 FEV: (BEFD)
HEF TR
HERCHRED
HEREA Fluticasone Fluticasone
SR Furoate 100 mcg | Furoate 200 meg
b2 n (95% CI) (95% CI) (95% CI)
B 1128
{EKFBETHE ICS » BUEAIR ICS + LABA
RELVAR ELLIPTA 100/25 | 200 172 36 —
(87,258) (-48, 120)
He2 (128
chE EBHEE ICS » FFHIE ICS + LABA
RELVAR ELLIPTA 100/25 | 334 — 77 —
(16, 138)
83 (24 H)
EHIE ICS - P EIE ICS + LABA
RELVAR ELLIPTA 200/25 | 187 — — 193
(108,277)
ICS = Wf A frEHEIN - LABA = RAAIM B B (FHIE -
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HER 1 BRI 2 e E (n = 309)AINIE TG FEVI (0 5 24 /M%) - 45 12 180% -
RELVAR ELLIPTA 100/25 4HATIFENZS FEVI (0 I 24 /N FHESA B R B LR Z A
PRI (302 ZEF 5 95% CI - 178, 426 5 P<0.001) (32 7) - RELVAR ELLIPTA 100/25 £
HIMESELS FEV1L (0 2 24 /NI HERS A BERS(E (1988 /T80 A fluticasone furoate 100 meg °
B&ET SRR (116 271 5 95% C1 ¢ -5,236) » 55 12 §80% » RELVAR ELLIPTA 100/25 41
(S FEV RS AR AV S LB A e REIIAH (172 =+ 5 95% CT : 87,258
P<0.001) (2 7) - RELVAR ELLIPTA 100/25 {{&4% FEV Al EEREE M S LAl A
Ji% fluticasone furoate 100 meg » {B&EET FFREZE (36 ZFF © 95% CI : -48, 120) -

FEsES 2 > RELVAR ELLIPTA 100/25 4R AAIHESE S FEV) (0 5 24 /NI ARG
EUMENEELIEEE 12 JEREEEE AR fluticasone furoate 100 meg 48(108 ZEFE 1 95% CI : 45,
171 3 P<0.001) (38 7) - fF—TEAVIMSHTH + 45455 12 #885~RELVAR ELLIPTA 200/25 [y
TIHESZES FEV (0 2 24 /N5 )AEE A BERS (I A8~ —E 8 [ A% RELVAR ELLIPTA
100/25 (24 ZF+ © 95% CI © -37, 86) « &5 12 388% » RELVAR ELLIPTA 100/25 48f5{E4
FEV 1 FEAHEE A BB E AVES (L BT K FY fluticasone furoate 100 meg 4H(77 =7 ; 95% CI : 16,
138 1 P=0.014) (£ 7) - {£—-TERAM ST - 55 12 8I5—~RELVAR ELLIPTA 200/25 fJ
{E2 FEV AERA BB E V8 > TE8{E_EAH RELVAR ELLIPTA 100/25 (16 ZFH 5 95%
Cl : -46,77) »

FESER 3 1 > 55 24 JHERELVAR ELLIPTA 200/25 ZHAT/IFESEYS FEV, (0 £ 24
/| &iﬁ@»wﬁﬂ%ﬁm\u%& F.mW&Q\/ fluticasone furoate 200 mcg 4E(136 ZF ; 95%CI : 1
270 ; P=10.048) (% 7) - % 24 #85~ RELVAR ELLIPTA 200/25 (J{%% FEV, 1EAT5 M £
BEEREME > B AR m:aSmo_a furoate 200 meg (193 ZFF ; 95% CI : 108,277 :
P<0.001) »

FERER 2§13 th - ELISATR1%— T RELVAR ELLIPTA 74 24 /| ,ﬁﬁ _mmmmﬁi%
+5 FEV1 (0 & 24 \Zi %@ﬁ ml_& mﬁn%m ﬁw%m 1~2-3 % ,.
F = FABERT 30 048 =
4-5-12-16-20-23+ Ni,
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Z£% RELVAR ELLIPTA 100/25 (35 2)sk RELVAR ELLIPTA 200/25 (5858 3)i Magnesium stearate
St - 24 /NS R R T BRSEI b B _EREEABITE S L, 24/ NI HRRR CRAtE)
EEEIRA B 45 LA A S E AT E & - O BIEEE K2 fluticasone furoate 100 meg 4 o
% fluticasone furoate 200 meg J&BERIZHE « 15 TERURIES R GRER 2 » B2
RELVAR ELLIPTA 200/25 925t + B 24 /NI R S50 FERCR 283 B R AR B /E AR
FIE 4T EE R 24 /N RS R E AT B S E AR A R E A E R - (R8Il EENER =
RELVAR ELLIPTA 100/25 (2283 - [FEEEEHR]

R 5 IR 24 % 76 VR BRSNS driven)3iB% - [HTE :ﬁmm =R AR
TRE SRS 55T RELVAR ELLIPTA 100/25 #:54 fluticasone furoate 100 mog - HEEg T % 0 REBA TR
HEE IR RS B R (DA 5 R R LA RS R E R e iE) - DR ERIE RS éH 1A 15 30°C LA THIIESE

0 A K 85 4 IS (fluticasone propionate 100 meg 2 500 meg fERMNR - BFHE) » 2K
AR B 2 P B R A 7 S EIRE 5 —FE LABA (fluticasone propionate/salmetero] 100
meg/50 meg B 250 meg/50 meg TR » BEREE) - Wi H BB ASERAT—FR > 8

RIS
FHUERY 30°C DU R HYSREE

e — S AR L R/ 2 B B ER A B R BB - BB TR R AT [(FHREEANEY]

RSN ERISRE S A—E 2 BE AN A AMERIS T LABA 878 mw@ Ellipta % A SZEV4HRL B — BN A TR  —EREOROE - Bl —{EE

o S AR R A B A RER B H%M?Ejﬁ s GRESIEE - SR WA A —BEEEINiEEES P - LB GI—B AT
ST R R R T (R AR IS - a%?@ﬁ%ﬁﬁ%@ﬁ%@ %HH

‘ﬂﬁ%m»mwawﬁmm\ w%m\jﬁaﬁ R %@J 2EE D& B SR AR FLOR A SS P TR AR IR T 14 830 B TR - (R

TR E SR E LR —TERENEEE - TR ERERTE Fi A — RO @i -

PRAGREREHY Cox 18 m_nﬁu wmr<>w ELLIPTA 100/25 #&5H fluticasone furoate 100 meg #J [ £ R #fraREE]

SR 0.795 (95% CI © 0.642, 0.985) - i&ft% RELVAR ELLIPTA 100/25 J&#HH % E BRI O A -

FREF fluticasone furoate 100 meg JAAAS 3% - BERWRE LI B TR 20% (P =

0.036) - 7£ RELVAR ELLIPTA 100/25 ;&#24H1 fluticasone furoate 100 meg JEIAH T3 o AR OEFT wmﬂ_mmh ﬁﬁ%ﬁ\/ﬂ&  ETREE Y -

o SYBIETEREZE] 0.14 F0 0.19 AV ESE ) E R EIEREEHTRE 25% 1 95% CL: 5%, o UMPREHNEYIGRIEEER A RN » [IZIRAFTHUER -

40%) - o FHEEEIM—KBAWMERBSNEYHE -

SHES 6 Hlﬁﬁmm 24 B R —2% RELVAR ELLIPTA 100/25 AR 56y A
fluticasone propionate/salmeterol 250 meg/50 meg FIRFR A 2 BRITEAER(N = 806) - 2D
S A ME By B B (fluticasone propionate 250 meg BERTRR + BB EEYNITZ 3 E 5L
A -—-EE 4 EE AR 1 AFTE SR E TS AR fluticasone propionate 250 meg
FRROTEE - TESEISEE S 24 80 > NIREYES FEVI (0 24 /NS BN LB
EREL -
RELVAR ELLIPTA 100/25 (7HIHESIEES FEV1 (0 78 24 /N AR A B BB A a5
{E(SE)E 341 (18.4)Z T} » f#E€sA-fluticasone propionate/salmeterol 250 meg/50 meg =)=
377 (18.5) S FHCEBARIHIAIZES © 37 1 95%CL: -88,15: P=0.162) -

EMBRE

[BEA]
Lactose monohydrate (&5 ¥L2E )
(B—FrERDEYE 125 EFEHEAKIRE)
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