{EHTZE 100 2240 B2 R AR
Seretide 100 Accuhaler Inhalation Powder

ANGE 7 B Bl 75 {5
WrE S5 023202 5

M B AR
RAVEEIRISE » NE—fkeath - H LA 60 [P #5505 - FEHEHE
&7 50 mcg salmeterol (as xinafoate) Jz 100 mcg fluticasone propionate °

i
CTHER AR -

R E:

[ErEE]

] ZE PRI SR ZE PR (ROAD)

SERETIDE ##F A el i MEpu s [ HZE 9% (ROAD) i HaE » AFEE A
RETRIER N R B R E A S A 2 B SR Y SRR B R

BT T -

® IETEMFI RAZAIEFIM (5 -agonist) Kt AR EIRIEIE 2 AR A
R -

o EMERTRAREEEERE - MVERRZ A

o BT REERA EANGH » THRE A IR A

(5 % )

X ZN TR

SERETIDE Accuhaler {1t 120k A 5FE

W ANVRIRE » B2 A REIR  J57HH BLE R SERETIDE Accuhaler > 4 REFSFI
EERR PR ©

N DMEE R B ETAYETAL - DAMERT R S (Y SERETIDE 8% - 3 B A 1ERS
ST T A A -

Rl %38 [H 22555 - Reversible Obstructive Airways Disease, ROAD)
| 20N H A R B e S A R AR S (K & - %54 H (£ — 2 SERETIDE B[I'H]
HEFFERIVIES] > R E B AR 2 a9 H — ROV (RA BN = -

DEARIE N NI R B BT > 45 T &5 iM% fluticasone propionate | & £y
SERETIDE -




HENE
AR+ R EZ H/DEE ¢
HRAZR » B2k — A7 %] & (50 meg salmeterol Kz 100 mcg fluticasone propionate) ©

POplbA B2 FREE -
HWZX » H2X—1 (50 mcg salmeterol 2 100 mcg fluticasone propionate) e

H AT 2 B VIR L N 5 (E /] SERETIDE HYEFY -

R AJREE *
EERA > DURAFIIRE S E ThRE A 22 WA > ] SERETIDE R5A 75 EEH|

Eo

[HREE]
SERETIDE 2 (HERA R ABIER—ERIEBEELEZRHA -

SERETIDE 2 IHERN B A E O BREREHIRA -

[BFEFERSHE]
AR ER EE R (R HIRREE R B IERA e =UARER - BTN
A AHIFZERHR -

SERETIDE WIFHZESMIERZ A > REERAHER R ER T RA
A7 RETRTER] (salbutamol) A - FES AR AR VM2 Rin S E 2 65
fREEY) o

RIS REEREINMEA - EBIER - onZHI5EAE - W ATERE
ZEETAEEAISE -

SR IE RSN F L e G A A ek - RN A\ BB rAeE -
RS BB R E R RE. - t5h - MR ERIHY SERETIDE BIBFET Y
PR P EAER RN - AR ATRER Z BT e -

R RA Rl B AR - IR AR FIBRARE (- SERETIDE HUEHE » FEBATEE
TELRE - SMHERMEYR (COPD) {5 NEEEREBESIRAVREERA
B > NILFEAERS G E T -

RN RIS (COPD) 8 A2 SERETIDE HYGHH% » &34/
FiRHVEE (1 RK/ME) - BEMFE AN R BEPRR BN B AR R U5 TH » BT AT RE
SR Rl K VAR MEFH ZEMEATER PR (COPD) i ASRIFREAK ©

WA 2 A EERNRA MR BATEE SN SR &S <k A EEE
{&/ SERETIDE -



BRI BE 2 W A EE HEF SERETIDE -

BRI E % - THADEBIGRRIRRT - (Al &8 OB 5 EHE R A s
B EFHRLOBEANER - AL - SERETIDE (£ RN EA I E RWHR ARFZRGEE -

BRXBHEFHBEER FRBER  TESHETNREDFRE - Hit
SERETIDE {f FfERm s AR R R

R AR A RERE 2 B5HER - FlR RIIEBIENERTT - EX/EA
K4 BEEORERRERGE (ZHS - AN S MERAEEEREIERRE
EERRECIMNE ~ B BRI - REARFVFEERESR - BREVERERK - AN
(& ~ FYCHRA TSR M R4S BE AR 49RE %88 (central serous chorioretinopathy) -
Pt > B R A GBS E BRI B B AR A R < S BRIE 2 TE
HEEN -

{55 F <= B MBS 1 R R T e R ] i 55 2 A5 BRIl - AR A HER A1 B 1R
RS HEAR SR A AR SRR » =5 R N2 GG IR R B AT ARG R RERY IR R »
RO AE - BOUIRBEHEARE RERR - SIa g 6 H 25 SN B E RS
Btk 2 4E O MSRERMEARAE RS RE (CSCR) -

e RS A BIRE T e 4 T RN ERHEERER IR S
RBUBEENEERER (248 -

ERURAMEERERIeR A EREHENES S -

HAETUEERE FIRKENES  WABROREEENGE#EIR AN
fluticasone propionate B§ » FERFFI/INE o W EHABS RIS _ERR ZBIhEE -

R A fluticasone propionate 7 1% » JEZE - & BHIHEERHGH » WHK
Bips A #8715 L B _EBRThRE 32 2 BR A0 P RE A B R 2 AR N AR E IR B~
EAIFEERNERERNMEE R (EFRKMA)  ERJT SERETIDE &7
FRIA P SEHR AR FERF RS IAE B -

TRy AR - ¥R EEF(E A fluticasone propionate K ritonavir HJE A »
R E S ERENEYXEER X2 SMEEREAES - SREERERN
= _EHRHNE] - R - FEEE R S OEER fluticasone propionate ¢ ritonavir » BRIEEL
R ANBEM S AR 2SR ERRIERERYE: (Z28YXZIEA) -

YRR B E AR RN B2 514 ketoconazole 3L salmeterol 2
HREER - BB QTc JEER - E58% CYP3A4 HIIHIH| (A ketoconazole) K1
salmeterol &HFEFINF » EIFRIER (Z8YX ZIEHREYE)E) -



MEMARA M EREY—F - RERTETZEREEXRERS WA
IR ZE AR MBIHIERER - PLEF R BO{sE A A PREERV AR A M2 R TR TR A
JEPRE o FETT B2 salmeterol-FP Accuhaler/Diskus B¢ Evohaler ~ ¥55% A\ #E{TF
fit ~ WHABZEHELERMEERER RRE) -

BEEE AR EENEIEA R - TREMOE - Bk s H
AEE B MERYEE - I B R oA REE) -

[V E R ]
FEBE G (i PR BRI BRI G -PHET » BRIFE NS ERIE R -

FIEEEMRT » fluticasone propionate (K &1ERS ~ FF&&H cytochrome P450 3A4
B E BAHES S WERE - FRABERZFMEINMFRER -’
[t > fluticasone propionate fEEEIR A KA RES 4 BRREVEEYIAC T /EA -

FEEYI BRI R » ritonavir(F838( cytochrome P450 3A4 I
MR ZEE - T REME I fluticasone propionate FYMAERE - PLAEFRFEEL
X B A I R FE B RS - LRt AR RIS » B EIRFGEA fluticasone
propionate J% ritonavir F9E A - IR EEEEENEYROIER » E8& 5%
BERREAES  EfEEREERE _ERTH - Hit - FEE %R &0 fluticasone
propionate J7 ritonavir BRIEFEEHFE ANBEF AR £ B HEEEREEIERANE
Btk -

HEEHE Y EHAAY cytochrome P450 3A4 1B & E 4 f-FE AT (erythromycin)
Ki/DHY (ketoconazole) fluticasone propionate £ Sg&# S H N @ BEEE(EM
AP EERRARRE - e - B cytochrome P450 3A4 HIIHIBHL AR - 1)
NE/INCNETE - (RELTE]REE B fluticasone propionate £ 5 HIREEE -

BEF ketoconazole A1 salmeterol € i&5LMEF salmeterol BFEEEERS (Cmax
K AUC 73Rl5EmE 1.4 5 15 £%) » #E—EK QTe WIERIER (ZEZRETE
HIEREEY)E) ]2 -

[ A ]
HAf A ER DT EHNER - YU FERS » fluticasone propionate B,

salmeterol xinafoate ¥ M EIMEMEIYIMN 4 B 1 ST MR2E -

FE2E A BRI R A —LARNER - LA E N RN ARz KR T 3
RE S BRI RRES » A AR SRR T I -
—IEEWMRITREM NG RSN  HE TR AM T EEE R - EF—

ZHAFR BN fluticasone propionate 1% » BAEEASRIERY (MCMs) HyEER
WHARNRE (2E8%8) -



fom e F B — YR T8 - ARATEENEIEER £ RER
BRI B - R R E B R LB B T - & B AT FREAR A 52 A
=P

BN IR Z R PR4EES » 7E fluticasone propionate HYGRRIE T » W2 H
R RN E PR S 4 B R -

R AJEERIE 2 1% » salmeterol Jz fluticasone propionate HYIMHEEIEEMK » N
It BEABZA T HHVRE A ge AR - HhRE o] — S R AN AT+
HEHEEE L BETMBEXE - BRtESAEABL TP ZBENER -

RAEH RN TR = 1 3 T SR H R AT BRIV EI T - A T 5 R %
FLEBIREIE AV -

(B RERIERE TR 2 ]
HANf& SERETIDE & FHUSBIRVRFEWIFT - EHRUEMEYIHVEEEES

HEZ T

[FRKIE]
EA{E AR5 (salmeterol xinafoate B fluticasone propionate) HHEEIIFTE AR R

FEERFIE NI © BRIV REAEBEIAEELE - MRS MYA R E
HERR AR T ©

A REBEGBSEEREZERERIL - BEFRNESRS - BER

1/10) ~ ¥ &, (>1/100 H<1/10) ~ VR, (>1/1000 H<1/100) ~ Z=&, (>1/10,000 H
<1/1000)FIfEZFER, (<1/10,000) - KERHTHYEEFRRERIRE 23 THRNGHTFE 7
TH COPD HREMNEEReABRE SRS - WIEFTANSEA B AERS B T SR
B - MELSEHNE @ ERERRIEUEEHERNES RERET R
7R

i R BT B

R« OB SERER - fik (COPD % A)
ZEH  RERSEREE (Oesophageal candidiasis)

X
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FH,  BEARNE
IR
HRENSRAGRERRE (FEARIEER
DR ANE
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FEH TRYE  SFEEFELR EERRRE)
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mER  BE (ZERARIEEFR
DR R ((ZERREEER
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DR VB ((BEEREEER - WEAE - OESEEE
FH LEAE . G LS ARSI E

NP, - R R B
M I A R
DR, %

S LYl R
SRR

AL 5 B B G AH Gk PR AR
HER AR - BEETE

LTIV (5
LR

BRI » HRBR

T8 MEMKE (ERRRBREOTKE Sy R

IR

HRENSRAGRERRE (FEARIEER

R, ERRERR - EEMERERE - B LR - RERE DEERE
& - FEEERE

%ﬁ R ﬁiﬁ%@@ (ZEARTIEFR

[(BE]
E#8 SERETIDE > salmeterol f{1/5{, fluticasone propionate #EEHIMHBIERAI T :
Salmeterol 7B ENTHIABR EER RHEEINER 8 -F HIREFE » GEEH -
SRR ~ LA ~ WEERR BRI - E—FESRER 0 BEER AR
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FAERVER - WRETIEH SRR E T O RE Z IENFFE > WETEE
EHIEER R DB o -FHETR - RS R AN R A SR EEER
SEETHEA o

=M AZ fluticasone propionate BRI AERNE & AT sE S GE MEAIH
HPA 8 - EEBRTABEFNERE ' AT LRI E&RANKIE -
WRFFERIAERBEESRRIEN SERETIDE FREEEABENT LIRZE
RS - YEBOENSEE LRESHE  TEZ4TERIPEBHSEEEE
REERTE S BE THZE - BRI S e B RS ER R ESR A E
M/ BREEMEIR - AR R RE S RIME » i - B ElE A M fluticasone
propionate F 5 HIEEYIEIRERIA TREM 5 [RES MR LG -

FEERP AR B ERIRE SERETIDE - SERINTEGRIT A RHERR
EREASEEERR BRI B -

3

e

i
SalmeterolZ% F.0 R Z R EE (SMART)

Salmeterol 2 H 0 i i FTa B (SMART )2 —IH Ry HH2 8 1A S5 Elak B - B ARG

AN B/ DR AZ S B A # E B T A salmeterol SR ZA I 222 M - BEZRTE T

%Z&!E?a@(ﬁﬁﬁ”?[&ﬁﬁF’@%?EJ\%&ZQ”?%FEE%W%E 7 ZEA51) 73 T Sl fE A 2

ZE - HEEABEUR (£ ZsalmeterolSFIE A R MHBISECEBA

BH RIS hNHY PR 52 (£ 13,1761 {5 Fsalmeterol; &9 A A 13(EFE T B - 7E

13,1790 {5 F Z R 6 m N A 3ESE T ZR) - EEERnTsaT B AvliIE R
TR O T A R E SRR RS 2 -

HWTHAZ EP/UZ%E?@%LEI’] sl tb%«@ﬁﬁ salmeterol FPQE@E% FPHyZ2 4k
BELFERRY » Hrp—TRE S B DA P THYE R (AUSTRIERER) - S5—IEHI
et 4- 11552 SEFTETHYEER(VESTRIGER) - 5 W HE SR T skl

#HhEAT R EERHEE RN - BB E AR R R0 G B Rl
SEAREAYARSE - BIEEEENY E 5 H iV ey B s Inhaled corticosteroids(ICS) & ff
LABAJ% £ (salmeterol-FP){T 28 4 B 22 S A B S F CRMTE RV ERFT &% ~ A&
e IR D) Z BB e A 9T EE(E FHICS (FP) - i ShalEnny 25 H El’] 7%
EHEICS/ LABA (salmeterol-FP){ /&7 B8 Rl i LOE 2= o /2 [ & B 1 BB S ]

AR /D3RR L - BURZAE 2 B M BB B E R G5 2 AR T (2 Fe
jZ kiexez) T H e S B EE{HE FHICS(FP) -



FEAUSTRIEZVESTRIGAER $1 57 575 11,6791 k26,2081 =2 A & ReZ Etk s 4l Koa

B o L LR LR R E IR S

R)

' 18 M TEE RN 22

Fs 26 32 AUSTRI B VESTRI gt i A= 0 7 B el H R S50

FIBA SRR R T

AUSTRI

VESTRI

Salmeterol-FP | EEJ&{H A FP | Salmeterol-FP | EEJ&{EF] FP

(n=5,834) (n=5,845) (n=3,107) (n=3,101)
LR A R 34 (0.6%) 33 (0.6%) 27 (0.9%) 21 (0.7%)
(ﬁﬂﬁﬁaggﬂ/ﬂfl%/m "
REESSED)
Salmeterol-FP/FP 1.029 1.285
&l ER(95% CI) (0.638, 1.662)? (0.726, 2.272)°
FET 0 0 0 0
Rl AERA R &% 34 33 27 21
REHE 0 2 0 0

© FAEIRRRIY 95% CI PR HEIER 2.0  RIFE BEF S -
b AR 95% CI_EFREEHEER 2.675 » HIHIE BEF S -

WK AR RE TS

FPEHAEU D N334 EJCANG ML (EEAUSTRIGUERHIGE R ESETEE

= i WIEEER T 0 salmeterol-FP4H &[0#: BE A& {5 A

AUSTRI VESTRI
Salmeterol-FP | EEJ&{H A FP | Salmeterol-FP | EEJ&{HEF FP
(n=5,834) (n = 5,845) (n=3,107) (n=13,101)
FAEFH X RS EHA 480 (8%) 597 (10%) 265 (9%) 309 (10%)
g
Salmeterol-FP/FP 0.787 0.859
EbEER(95% CT)* (0.698, 0.888) (0.729, 1.012)

¢ ARAHBEEREY 95% C1_EFRAEEHEMR 1.0 - ABHE R B -

12 (A A
TR -

R 12 {E A

4 A 3416 4R AT (FEEUE:

=N R

] Gaining Optimal Asthma ControL, GOAL) tf » [L#; [ SERETIDE i B4 {5H F




ke AR 7 A ] B 222 B TR ST T 2 1 Y SR A2 i EEAE 2 R B2 e 1k - VB B

12 AR TR > ERREEA T se e ) e B R RIS EE YR =

Tl Ry 1l o PERIVEN I (% 8 MBIV b 2/ DRFEYERF 7 B4 B2ERL - [EFSTE

N

o Ll SERETIDE ;&SRR NH T1 %" T BAFZEH] | RIIEAE » i B (e A
AT R R E R e s A HIER 59% 25 T RAFiEd] | -

o DL SERETIDE GENRNE 41962 H™ 52 7eh] | Rl - i s (s A
e AT K7 S E B e iR 9 A RIME R 2806225 [ 5g 2% | -

FELL SERETIDE &% T~ & LL B AW AZY A7 EHIS Bsa e T B R 22 2 s it
s/ 1T ELILERT AT FH IR AR R 8 25 5 2 T B (X -

GOAL H5E[ERF 2

o {ELL SERETIDE ;& THYRIEEM bR e EL BB T AR R B SR A B R
29% -

o SRNIERS " BRIl K T sgedrdl ) s T AMEME (QoL) - ELL—(nE
FIgt AR H R Y A St B G WEHG Y - £3% 2 SERETIDE J6f# 21% > H
6196 K A0l i/ NIE FE B A A B T THIFVIR S - TEREATAY AR, 8
9 o

PEATEHIRN EAR T BORH 1~ AINAERER IR (ERE  IWEE S - EH
—ELEMEAVIEAR) ~ SABA {EHE/INREGEEN A H/NREEER 4 KA ~ RIRr
BT 80%AV THHAEHRIEMF R & (morning peak expiratory flow) ~ LK Ll
B2 ~ SRR L - B ERi T e ARITE R4 -

HoE RN IR - RNFREEM SABA ~ RIREEERY 809 HITHI EHRIEIT
ROE ~ R ~ TR L > IR TOCR e R ANIRIE S A4

WP S HE— P ISR CAE BN (E A SERETIDE (60961 AT K7 B A ] R A A
R B (o PR A\ R ) - BTThRE ~ SRR F H B s PR e -
HIFRE T SR A & - B LCCRE VR KSR E R il &Y
TR R 5 3R SRR S I 280G DAKERT

SANNROERE T E BRI SERETIDE 3655 F » SUEUE LU BRI 5 R Z M6
A DIBRHLEE T AR - BDIAE - 3 LIRS T S A & - GOAL
H5EI4s BB T B SERETIDE SEHEFTIREE IR » PILBORA S, » 194655 T
=/ 12 [@H -

1 S B2 (COPD)

L COPD SR A FLE B ECEHRTR B o~ R e A A I E A R 10% ¢
fe 6 [HAR 12 (8 AH R R B S B ] SERETIDE
50/500 meg FEsE FLEAREMEAERIIAS » M SO D I R B R e (S 4R )
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{(EFE - &8 12 (& 5 AyatEall - COPD EYEAYE ke AIaRs N AR E AR R R K
AR -

H COPD JEfRAIH A Hag 8 H B B - ERIRIE A EHE A TR 10% -
K 6 {[E H RIS ER RS C e EH A SERETIDE 50/250 mcg
1 SERETIDE 50/500 mcg F]PRZRIAZEM S HTTIRE » WA R0 DI R K7 %
KR FREEYIE R & - RBASCE HAREIRRE -

SERETIDE 50/500 meg m[45 580240 H ATEGA A Al 2 ARIHHIIAE ~ (IR
RE > HAJ[%(E COPD BALMY &kt -

TORCH #f% (TOwards a Revolution in COPD Health):

TORCH & —{fE B i =-H8H5¢ » DL SERETIDE Accuhaler/Diskus 50/500 meg » —H
WIZK ~ salmeterol Accuhaler/Diskus 50 mcg > — H [y 2~ FP Accuhaler/Diskus 500 mcg
— H R SRR 51l COPD 955 A fF 5 Fl 5 A 2 96 U B AR -

F—HIERE (FEV)) <60%HVIEF FEMGE (4T CRESREIRT) < HEHE
[& COPD Ji5 N Ef TRERRAYEE 5 2905 - B IRHART - B T =AM A ERS - &
W RE R R & B SRR - mEPm A ALY COPD 2% - Fir
BN AN e AT ERY) B = ER - fE = F S EEEZSETH
JiThl > SERETIDE B2 REFIFEEL A R/ DER SR -

N SERETIDE
iyl Salmeterol 50 | FP 500
50/500
N=1524 |N=1521 N = 1534
N = 1533
SHERTEFER LT
231 205 246 193
FETE1(%)
(15.2%) (13.5%) (16.0%) (12.6%)
fElth vs Z2RIH 0.879 1.060 0.825
(Cls) N/A (0.73,1.06) | (0.89,127) | (0.68,1.00)
p value 0.180 0.525 0.052!
EAL A
2k 0.932 0.774
SERETIDE 507500 | (0.77,1.13) | (0.64,0.93) N/A
vs §5y (Cls
Ay (Cls) 0.481 0.007
p value

1. Pvalue £ £ 2R _ERIELEEA 2 FEH P 47 5 ARCIE - FROEENEIP LA log-rank analysis 274K -

B BIMHLEL » SERETIDE 75 6%% 3 T AR DIET % 17.5% (f&bzth 0.825 (95%
CI0.68, 1.00, p=0.052; E5DIHASR 347 77 ARCIE) o BlZ2RIEIAHEE » salmeterol 754G
5 3 AR D B RZRIE TR 12% (p=0.180) - 1] FP BLZZRIFIFHEERIBE N 6%5E
% (p=0.525) -
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{# ] Cox's Proportional Hazards model 47347, £887~ SERETIDE FH#E > 2RI &
Bbt 2 0.811 (95% CI0.670, 0.982, p=0.031) » ifii SERETIDE TE3&3% 3 FFHifs Bilze
REBIMHELIR D SET 2 19% © il T FeE R RE T (EFP - i~ *
A~ & BRI RENEE R SRE BT - MiEEBEETRaRNR

HAFEIBHE 3 FENSERY COPD AHRBHINZRHIELS - ZRIFLE 6.0% - salmeterol /&
6.1% ~ FP 2 6.9%ifj SERETIDE & 4.7% -

B RBIMHLL » SERETIDE &8/ b 2 E S EALHIELAIZY 25% (95% CI: 19% to
31%; p<0.001) - Ei salmeterol (95% CI: 5% to 19%, p=0.002) #HEtL » SERETIDE %,
D 12%FEA B B FP (95% CI: 1% to 16%, p=0.024) fHLL > SERETIDE RIJJE/V 9%-
Salmeterol Jz FP 43 BIEAZZRIHIAHEL » v BHEE D S B2 15% (95% CI: 7% to 22%;
p<0.001) F 18% (95% CI: 11% to 24%; p<0.001) -

LA St George’s Respiratory Questionnaire (SGRQ) M &G M E (Health
Related Quality of Life ) » At /& H J7 NI R BIMHIE S A XEZFEM - A
SERETIDE 1F 3 ;6B AN S0 2 i B 22 RO AH BB &-3.1 units (95% CI: -4.1 to
-2.1; p<0.001) » B salmeterol FHLLZ-2.2 units (p<0.001) fzEd FP fHELSE-1.2 units
(p=0.017)

£ 3 G265 > (H/ SERETIDE JEH0TH N —F0 AR E S i 5 A 227
IR G I EREE 92 mL, 95% CI: 75 to 108 mL; p<0.001) - SERETIDE ¥f}~>
WEFE IR ELL salmeterol B FP B &A%Y (salmeterol HY157E5F
50 mL, p<0.001 ; FP f)P#35 B8 44 mL, p<0.001) -

A 3 AR R TTREMEME R BEIE R e - 22 12.3% ~ salmeterol 13.3% ~ FP
18.3% Kz SERETIDE 19.6% (SERETIDE vs ZZRIEIAIf&ksEL: 1.64, 95% CIL: 1.33 to
2.01,p<0.001) - Eiffifi st MHEHAVSECHOL B IGIEIE - faFIARIPE T HaHlE =
PRIZEF AT SR 95 AAEZ2IE A 7 51~ salmeterol 5 9 f§~FP 75 13 f5i|> [ff SERETIDE
H 8 fil - BrsE AR AHEERE (LRI ¢ 5.1% ~ salmeterol © 5.1% ~ FP
5.4% ~ SERETIDE * 6.3% ; SERETIDE vs ZRIFIfEREL © 1.22,95% CI: 0.87 to
1.72, p=0.248) BINE FAEIR B S T — B N EEAS — B LR 2 N3 bdh4R  (HPA
axis) MVEEARIBMR > AN 6T M 98 22 - £ salmeterol JEE
JEEET - AR IREUR SR LT RV EIEA

A E & fluticasone propionate 573 HY Rl EEY]

o K P S B EE TR B T — TR L MR B M R T TR BRI 9T #5 AR AE
5 —ZaHA B R R N A fluticasone propionate (FP) =25 SERETIDE (fH
A& FP AR AR B ERE (ICS) Z1%%54F MCMs HyJEfz - EHEMTIEL
ERAYNEREIER Ay SHEE
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TEAL 2 5362 fir 55— YRR ICS Z 2R A Rim iR o SR3EE 131 (e
2B MCM i {I © 45 1612 iz (30%) Zm{%5%F5h¢ FP 2 SERETIDE - Hrhitak
I 42 (EXEAEEZHY MCM gl - £ BRI A > FP SREafm L AHBRIE FP
ICS ZFFfm 20y 1 FEANEZ MCM By IEME LR 1.1 (95% CI: 0.5-2.3) » F£H
BRSSP RIR 1.2(95% CL: 0.7-2.0)- (255 — 2R BT FP 2 1%
F1FFZ> SERETIDE AHELHEL » %54 MCMs ARG 5 o FF R 5] 0 R0
B EESERE g T > S84 MCM HUEEE e i 100 44 FP 2FE40 2.0 £ 2.9 f1
B —TES A E ISR BRI E T 2 15,840 (i1 RFREN R EEY) 2 2ot Pt
TTZW 7RSSR (B 100 2524 2.8 flidl MCM Hf) KREAHE -

Rt

SERETIDE &75 salmeterol J% fluticasone propionate > 2 Wi 2£Y 55 A 5] 2 /E
1HE o Salmeterol A] W REARAYEE4: - fluticasone propionate B] =/t ThHEE @ Al TH
Wi 15 < 84k - SERETIDE J[RIHFH5Z 3 o-1F F AR AR A Y K B 0 [ B A
N o FRft T —REE JTEAEE o iE WS R (5 AR T

Salmeterol :
Salmeterol & —THEEFEEMERRN (12 /NFF) B ACRFASZ 88/ A BA RMlg
BRI MAIEE & o

B RIARY 5 o-TF FIRIAY T EAHEL - salmeterol HYjE LLEEFH M BE H AU
At o FAH A 5 [FREAY SCRVE UL - e A B RIS IR SRV B RRIE A > 2/ 055
12 7/NHE -

ASNABREREE > salmeterol J& 7507 HARSEHIHIE] > nIHIHIHEREAHAEEL
H AR - B E EiEEET - B =R KATYIHRER D -

Salmeterol I A H& 08 A B BURAY FHA B R IR E - EREREIEE - &5

AIFFEE 30 /NEFDL L - iSRS R ETEGRIE FHE RN BHEH - Salmeterol AU & TR
RENKERE - SEMEiEY > salmeterol EEAIEZ R ERERREME - H

HEEPREFA R OARE o PLTE(E A Bl i B SR 0 P s RIEARE -

Fluticasone propionate :

Fluticasone propionate {FZFEAIE N AR A JTF4G4E - FERfiT BATRGRAVHE S
buEE RAIFF » RS IR B R AL - I B2 A 18T 2 B M B S S s iy P
ZFHYEIER -

71 A fluticasone propionate (T ERESITAT » HIIEEE 5 HEERAR A Hy BRI
T+ B R RIS 1S B R RO T RPN  F LI AT
FEI 24085 A fluticasone propionate % » B 55k H RIS P L1 ARA
IR + 5 EBH R YRGS » BT AR - ERADAR
B BRSBTS E R ORI - B LR R TR R - (5
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WL SCANGRRFTIR RV E _ERRTIRE RS 2 A RE G FHEM E RAVFR] (R
BREOEEER) -

[E2Y8) 12 )
FEFWY e N 2 o WA S R A RS —FE#E T salmeterol % fluticasone

propionate & BT — 7T 2 SEV)BI T TERHURE I -
Rt - = EHEEYEh D2 - ] Loy = R E A ARy -

TE—{EA LR BIERINEEY A B /ERM T > 15 frflEE 2zt ffH salmeterol
(50 meg & H —K > Iz A) Kz CYP3A4 {157 ketoconazole (400 mg & H—3K »
Cfk) £X - &EFRERIMAE salmeterol BE4E B FHIF LS (Cmax &z AUC 77
fem 14 %5 15 %) - EEAEEAN G B salmeterol » =775 E A QTc It
S FFARE DB 2 BB AR o S Tz s SRS 0 OF
salmeterol [z CYP3A4 H]IfE]7] ketoconazole N & {EEGEIR_FREZ 22 Bk ~ I8
SUE R QTe N (ZEFARAEFHRIEEEGEA) -

Salmeterol :_

Salmeterol fERi 2 £ fGEER - INICIN HR RS I A SR IEiE « tboh - BAT
BH salmeterol HYZEYE) /T2 ERHRAIR < KA TR ARLGREE1% » ZEHY
RS IEF R (595 200 pg/mL BCHEAK) - RIELA R HIEEY i R iy Rt i
# o H M43 T salmeterol xinafoate | E & - F]1E & 5 1§ I F 2 ] 5]
hydroxynaphthoic acid HAZERMEELYFZE 100 ng/mL - FEFERERLELEEMENT
FEIRE TEAR AR R 1000 £ - PRI EFH SRR AR/ (12 (B H DL L) EHsEE%
W ARBZE I EAE -

—{E RS MASEEUT salmeterol &XFHAHAIELZR P45S0 3A4 (CYP3A4) w]# &) (T
% o-hydroxysalmeterol (aliphatic oxidation) - {H 55— 5 Zel EWT5e8E~ > 45 T4H
G & salmeterol fY B £ erythromycin (500 mg & H =Z¢) » salmeterol &4
REEEMEE fRIHEANSE - (B2 > salmeterol-ketoconazole 22 & {F AT 7E 48 FER MEE
salmeterol BREE S HIF M (HEAREEFHRIEILE T FH) -

Fluticasone propionate :
TEIR AR BRI S BV EE @) 122 &R 9T - I A fluticasone propionate i3
ANEIB R A ZSHI4EE A #G 0] RN A EE#R o fREFAYR A a3 - H@EAga ]

FH:45 By fluticasone propionate Accuhaler (7.8%) > fluticasone propionate Diskhaler

(9.0%) - fluticasone propionate Evohaler (10.9%) > salmeterol-fluticasone propionate
Evohaler (5.3%) % salmeterol-fluticasone propionate Accuhaler (5.5%) o T] 75 P4 IS0k
I PH ZE PP B 1 FH ZE T B 2 T3 AT AL fluticasone propionate HY<
SUREFE SRR - B MR EZAERE A - PRI R Z 1R E R - HEREIE A
RE G 5 B R R S AV ERUVR(K - (R R /KA MR 2 B R T R -
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AR AR T FHRER 1% - 2FREEBER AT SN ZSMEE -
Fluticasone propionate FVFFE fyr= IAEEFR% (1150 mL/min) > £&E HAWY - i BefE
K (8955300 L) Riwg = HAZY Fy 8 /NEF o AT 8 4550815 (91%) - Fluticasone
propionate O] PRAHI{E 2 BIEER AR > T BB MG E P450 22 CYP3A4
R B IEE M > 5 R EY) - Fluticasone propionate [4%EF 7 ff: 38 0] DL /2 Mg
(<0.2%) » EHEYEFFRRANRTY 5%  BEAI 7583 CYP3A4 I H
BE > WEVINVEEETE - [RIECATEERE I fluticasone propionate Y4 B HREE & o

FFRIR A RET

SERETIDE

Accuhaler:

BT EEEY T2 o 2 M R AE R (9 {8 FP EEPREEE & 5 (&
salmeterol iff%¢ ) » 2RI

- 45 T7SERETIDE (50/100 mcg) 1% - 1] A F|FPE#EE & LB FFP (100 mcg)
HE o (SRR (ratio 1.52 [90% CI 1.08, 2.13]) ~ 3% (ratio 1.20
[90% CI 1.06, 1.37])
- {HFISERETIDE (50/100 mcg) 2 5 » FHEANE /DA RN AT EZEEEL =
HIFPEREEE & (ratio 1.63 [90% CI 1.35, 1.96]) °
- B AR IRAVEERAHRBE M B AR R > (H R 1 2B IVEE RIS U - DL/ DA
e A % e —[E]EL#SERETIDE (50/100 meg) and FP (100 meg) * £ MR
— SRS — B BRI beh4R (HPA axis ) HYFZEEIH R
- (FECSEEAISERETIDE 50/500 megliss - FPHREFEE & B8 H FFPATE 24
LI -
- {EFISERETIDE (50/100 mcg) 2 5 » FHEANE /DA RN AT EZEE iR =
HYsalmeterollE g2 & (ratio 1.23 [90% CI 1.10, 1.38]) °
- ELEEERWEEARAHR M B (BRI 12BN PRIHSCEUT - Nime Ol
EFHSERERETEHRA - HEVFERRE M ER -
[FEERPREER]
Salmeterol xinafoate f{I fluticasone propionate 1F B3 i b T A B Z -G -
HEEREEE \REETEELT - 7SR ESE - T2 82-%
BNt 4 52 RS 1 FH AR BN R B ] B 2 T FHEHEY B 1 - WF9E 87K > salmeterol
xinafoate B, fluticasone propionate &5~ EALfaEEHEE -

TERHAHFEH > salmeterol xinafoate & {58 K Bl U S B K 2 B Y - = S 48 S0
AL B R -

W BN Y)Y AE CE SR R T 5 R BRI P AR BBURL - — ROl A S8R salmeterol
GRS RN EE G -

14



[EH5H% T =75 & 2~ salmeterol J7 fluticasone propionate » 1] & 45 ik FE L6, S AT
BAEM - fERETTE » 850055 O AILR KBl R B R s 2 B R s 2 - #
Rt (FE MR - [EJ7H - FRF4E SR ORI IIRY S - Eh IS
salmeterol 7 1% 8 3% o £ ARGIHZEH - WREIZE S B B AVER A LRI E -
TR - EI GG SN S B HA SR HR S -

B ET

ZI>

j G
AME (EFED)

(AR ]
HRAREE R BE L -

(7] o
BEPRBE R TR 30°C > EIRENT -

[582 HERAZEY]
I R B % -

Jextis

;tFlelso

Gl 0|

SR A SRR R T A SRS -

BRROR, A S0 BT M T LB - B PR T 5 Sk o DR A B 7
BAHOR A 2% -

o EAE A ST AL IR R -

SERETIDE Accuhaler {§i FHEREH :

BAEA:
BTG A3 IR -
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FARK :
ST EGIR A G5 & 60 (ERTE 1L EACHIEEM - ERASIR » R AT EA
FERHYE R EL -

FHE R AENE e 8 HE B e - MRS T -

B S5 RfEREGR A ZSHY Bl AIBURRIBRHIEIE R ERHEZ 5 5] 0 &
GHRAL BT - FEERE S ER R DTV E -

AR AZS Z T ER - FREHT > (EFRIRIE N1 5 TR B D BRER(ERI AT -

1. FHEL
2. HE
3. 154
4. s
5 D305

N E S NCr I 3 0)-

ARG A S HI RSB - AEIR s pa & BE tE — (BN - R TR —(EHE - &
RTRTIR A B i - &R TR > RS B iRl R A - 230 T —(EHER0E
FUIRRE o &SR > SRR IREE IR A ZS -

L BERBL — Z0{0{E AR A B8

—FEEEPRAL S TRIEENRREE TR - 2R - TR
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2.

EECAVAREGIR A LS - I REE C > #HEFIRSIRRE 2882 fEA4Edy
W A B A AE ] » B EEMt - B —(EEIE n] DU SRR E
STEES L o A RO L R 4 -
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3. Ik

- FEER AGEALAT o 5 (AR -

- EEAEGIR A S RERE SRS » @R ATRERIHESR - BOlS > TE AN ERSR AR AR
AR A ZE T o

- HIREETYVER] o fRE BRI AR A SR GR, > V104K H Ty S -

- PRI A ZS ISR o

- REGYTH - SFE AR o

- EIEIEE

RIS A T AR A s - fEt TR A 2 RS B BE_EHIR R -

4. FHPA

RHEHYEHE BN HHEIE T - HH O R - AT RARASHY ARG A S -
BB AN - SR ARG B B R R B E -
ARSI A zsRITT FE(EA -
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5. O
Z1%& o IR IR H o

USRS e R FH (B by - SR SRR PRI A 25 > TEEE7E 1 51 4 /Y20

B
MWAIA

R

R AE AR A\ 28 PriFiate -
AR > SHRIERIES -

iR Y ZEGIR A S5 WGR, ©

RS SR ASE R - A HEB R AR -
R/ EE -

R REIUAS R -

R A 4m59E: GDS37/1P122
RASHHH: 15 Dec 2020

#lE s Glaxo Wellcome Production

Wz ik: Zone Industrielle No. 2, 23 rue Lavoisier, 27000 Evreux, France
PR SR N ERR N AIRAF GBS AE]

SELA 2| L B T = S 54 /A RN A i

Trade marks are owned by or licensed to the GSK group of companies

©2022 GSK group of companies or its licensor
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