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Dufanas Nasal Spray
137 micrograms/ 50 micrograms per actuation Nasal Spray, Suspension
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A AR 6 BRI b SR Rl A Hp B A R R A S R AR AR -
2 IR IA
2.1 FIRTEGR
AR Ry - R AL 1N o R SRR LA L) -
TR B A e A P i (B R P R VT L e e
2.2 WEHEH R
AR AR SRS B -
R PRSI T -
B PRI Z20S © R AR 6 T e E B BUS SAIBE HBHAGER « HANG: 14 RELEAMH - 22
SEEGRG AR BN « A0 SRR AR A RIRIE B2 10 434 -
3 AR & it
AR TR SR o S T k50,137 mLAYRRIEIR » Hrh & Tazelastine hydrochloride 137 meg 1 fluticasone propionate 50 meg (137meg/50meg ) «
4 #:&ﬁ (fEscikie )

5 §3§&4iﬁ'$’§ (ki)

5.1 ¥z (Somnolence )
FEHRRES Rk B - @A —2k 4% A azelastine hydrochloride #= fluticasone propionate # 7 %M & % ikl B4 k3R % & 4 rkrlyg (853 SR AFF b4
BEPH 6 5 416 LRETH 2 8) [FMTARREG.1)]  RELEE B EEEAARE HEERSELEMRIFESIHAGLCRTMN ekl
MR Bk By 2 o 8% 5 IR 0 ) A o LB A P AR 42 R et #l] > B ATRER i — F IR KB IR T PR E R 5o 2Rt (S MR E
AER(7.1)]

5.2 FJW#EPFH

A 2 £ 52 My KK P > 3% azelastine hydrochloride #» fluticasone propionate # 7 " 5 #1400 & % vb 3k 5 2 MG & b

*%isﬁﬁz‘i&mﬁﬁiﬁ it [5-BIF RRE(6)] -
e $3 76 P9 76 A /% ) #3 Bl &% (corticosteroids) ay & & ¥ » %’%’#Hﬁ/ﬁ%fﬂ#‘? W FILeaiB R4k dRi - 48 M azelastine hydrochloride o
fluticasone propionate # 7 # & % Al a9 ke k3R  » A MR F| RIEHHE BT RFLOEE -
&74 corticosteroids 5w &-Bp Ik » ﬁﬁﬂﬁ%’*&f&@ﬁﬂaﬁ‘% S0k 2 S £ 5 0 B A T SRR B AR RS
£ # R Flluticasone propionateryis R ika F - &4 & & &z h(Candida albicans) f fAeeBriz & & By 3f S ek i o & MU R AR  THE
B ME B AR LEATE R SR it o TR B0 A B3I L6852 54 Candidars f S A H B H0TL 3 4 1 R FUR AT % -

5.3 ARG AR
HIERA Y corticosteroids 7T & 4 B MR Av e MRS A & - Bk > $AMLA SR S A B ~ FER - R RENER R ES  FREDER -
F612.8 58 125k A £ BB A F L@ Ak (perennial allergic) 3% i $ybk & % (vasomotor rhinitis ; VMR)#4F & e ik 484 041218
FIEPRRE R P o 3 o BRI Ao S AR BRI A G IR TR o S LR 09612 8 B35 P 4058 B4 Bk - B4k % azelastine
hydrochloride #= fluticasone propionate # % & F"8 H#l(H X 2 k> SRS BEHLEE 1 F) 2078 2 %M # 4% fluticasone propionate & F
AEB(FRIR H1BHILE"] 2 T)- fazelastine hydrochloride fe fluticasone propionates 7 & R g FHlad > — & EEA % 6 BAKAR
RIS A sh AL BAEF 6 MANFAIEEF12MBA (475 4 £ )b A EIE 8T A % & T & N (posterior subcapsular cataract)
WM # 4 - & fluticasone propionate v » 34 %4 & %1218 A (6% & & )W A #% £ T & M HE(posterior subcapsular cataract) # # # 4 -

5.4 G ipH
18 40l %.7% £ 46 B 40 (Recorticosteroids) # rb it B #g A B % 5 2 21k ¢ - 4w » A& (Chickenpox)#w i3 (measles) 4 A corticosteroids #%
B RERAAT  THEH LRE £ EBA 0hmAL - $NOA BB R A R BEE RIRE R EIARA RAFRIEE B R TANEGR -
Corticosteroids # 52 ey &8 ~ 42 Aok 4 1 M ho 47 35 0 A S HOME B G 0 R o 17 3 sk Ao R ATIR A corticosteroids & #HRU I 49
B R Sod o o R B TEAKE > THREKEG 28 KR KA %% 3Ok @ (varicella zoster immune globulin; VZIG)i 47 Fas - ke R &
AR AT REFE & & 248 A & HF 09U %72 3k & (intramuscular immunoglobulin, IG)i 47 TAF7 - (H M T eVZIGHRIGE 7 K 3l %
BAABIE 0 & R R AE o o R MBS TH B A & B it i7 65
M E B R AP IR M (Quiescent) 9B i 4 45 B 3 (tuberculous |nfect|ons)é’1$—z{- REEFHBRREFHEAG R @A RE 2GR ER
FE SRR KRR B LhpLA o B3R A corticosteroids - B &H BALE R e THE

5.5 FARE—IGE&M—F L (HPA) MR
E 4k S R AR oY 5 0 B BSOS B R AR A IRA R T TRE MR S A W S B BE AR, » ok B 8538 % (hypercorticism) o B Ay
#] (adrenal suppression) ° 4w 3R # A & #8 $4L > P45 L O AR R AR B 56 R 094% AZ B — 1R SR 1R 6915 1 A S 00 B - FIREGF R BN R R
B 8% i AL OR N R AR ENBF T R 38  BUH 538 5 0 K SR B0 &R HPA S 6 JEURR
JBy 3 R S B BE AR X2 b R AR BB Wﬁé?#kﬁ%kﬁiﬁﬁé%é}ﬁgﬁi%' Hh o — 2 B BT Ak AT K 9] o B B 2/ SRIL P T
et @ o G R W4k A A Gbk BUR 26 B BE R AZ SR B 30 W A B BLG e Bk E o) umfﬁ'l'fn&lil@ilﬁ'ﬁé‘zéPi%“_hﬂifiifiﬁﬁﬁz
4 (acute adrenal insufficiency) o £ R & % & 0 & S UH S8 B B 5 9% 0 2o (asthma) b g R R ed 85 > 2 F 1% B AE B @
B0 Y TR BOLE KR E BAL

5.6 4/ Cytochrome P450 3A4 #r #{#&]
Ritonavir foft#.3%#% cytochrome P450 3A4(CYP3A4)ip 4| & 8 %38tk A fluticasone propionate &M% & %2 w4
fluticasone proplonate R EF §3800 % & H B (serum cortisol)#y /}%)ﬁﬁﬁ%‘l’ém [% B3 My 5c AR R (7.2) Fo B i B 52 52 (11.3)] - 7
%48 AR 4R 418 > 3% fluticasone propionate #v ritonavir 89 & & £ Bk LEAE 0B R BAER > B A o kR 48 B B UG
& 3 & ik K (Cushing syndrome)fo % kg #p #l(adrenal suppression) &% - Bt FERE NS EEL  BRIEHBZOBLEZR
A 2 B W AR B B &) AE P 6 RS v A2 St AR DU F IR BB A 00 2 B bk R W SR E BE U4 o
F A SAn L3k 36y CYP3A4 il (de ketoconazole) & fif 4k M B /R FEHL (4B 22 448 AR P (7.2)An B R BE 2242 (11.3)] -

5.7 HAEFRAGER ]
EHTRERBEN T IREEET A S RO Rk K o S B 0R A S L B H AR [ PR AR P oo A (8.3)]-

6 RRAM (Xhih)
15 2 & Au By 3 U H SR BT RE S ROA T L

o vERRE [%f#ﬂ%‘f‘&&%$’§ 5.1)]

RHERBEDE AR AR  RERG  AFRFIL S HUBSTRPGELRERBE [FHMEEREETFAGY)]

cFH ARG AR [FHEEREEEE (53]

c RREAH [FMEEREEFA (5]

s TARE—NGERE— F LR (HPA) flF A - 834 KRS [SFHEEREEFA G5/ 57 HRAFTHRAEB3)]

6.1 Eg Rk sRah e sk
AN R AR R A &R ARE TR T AT 0 0 B A BN ES R R R B0 R RORR L A HAR B 7 — A B B R R P e R AT
Pt BT E SRR MR B R Ele L
RAF 12 Rk Eoy kb4
TR AR 12 RAEF Ve 2R EIERMT A 3 EAM 2 B8 F - 2 BHHROE KRR T BH FHLBMER Ko 853 Z8F
(12 &AL 36% Bfe 64% M)# azelastine hydrochloride #e fluticasone propionate # 7 # F°g 7 #il69 % 5% - 3 JAES R X S e #E 3k
1 80% G A~16% EA~2% T Afe 1% LTtk
A0 2 ey 3 B BAIHRE KRR T 341880 FH LB Ry EE 2R AHER2K HRABRILEE 1 T azelastine hydrochloride
#a fluticasone propionate # 7 & F°# % # - azelastine hydrochloride #A°# 7% #1 - fluticasone propionate & Jf1°# 7 | & 4 &L i 477475 - Azelastine
hydrochloridefefluticasone propionatert 5z #a4# Jfl sizazelastine hydrochloridefefluticasone propionatef 7 & g % #ltaEl ey K ad Aot &
Bk £ kA 1E - 4885 » azelastine hydrochloride fefluticasone propionate 4 7 & JA v 5 #l:4 7 fa0h 1 B R L 4 % 416% ~ azelastine

ABEAW B R TR
0 B 7 H 06085135%

T | RSB S PR -

hydrochloride #f*% % %l % 15% - fluticasone propionate & "% &l 413% » % M Al4 412% - 8@ % > azelastine hydrochloride =
fluticasone propionate #% 7 # F°f 5 #l Ao S R A4 A 1 % 69 84 B 7 RR R 43 5K -

1 05T B S X HBE KX T M azelastine hydrochloride #» fluticasone propionate # 7 &R "8 & &l B %+ 24
% 22% HibeRAa PAFHTR R

#1. {# i azelastine hydrochloride #= fluticasone propionate £ 7 % M °# T #l 1T 2 T4 69 2 BAIF X% £ RAFF VFEFH LB §
REAT RAF 22% i LAESA R HA AT R -

HX 2Kk HFREMEILEFTTF

Azelastine Hydrochloride ’ . . .
Py Fll{ticgsone Progionat Azela;p%ep;%d%??hlorlde Flutlc;;c])unﬁe;gﬂonate %} #a
AZARREN (N=851) (N=846) (N=861)
R E gt 30 (4%) 44 (5%) 4 (1%) 2(<1%)
L 18 (2%) 20 (2%) 20 (2%) 10 (1%)
i, Xy 16 (2%) 14 (2%) 14 (2%) 15 (2%)

*52 M 3% Bf (Safety population)N = 853 » & 74 4% B (intent-to-treat population)N = 848

FIEET A o
F LR Y F < 1% 3% azelastine hydrochloride #» fluticasone propionate # 7 " % %14 (853 ] # 6 15) 3 4% &L #1(861 # %
A )6 B H RS (5P EE R EFAG5)]
6-11k ey 2. & B
DT eh 6-11 RIEF 02 2 HIERBT 152 48 FHHLBHMEF R EH(6-11 R 57% Fibfr 43% wobk) £ 5 2 A% H
G2 RO # PR B R 3 % F # azelastine hydrochloride #= fluticasone propionate # 7 # M v 5 %164 & 5% - B8 ik XSk 09 48 3% 516 & 69%
GA31% BA>2% B Afe 2% Htbttsk -
A2 AERAHAHBBEARR T THRHBHMAERBEBENER2 K HFREMAEILEH 1 T azelastine hydrochloride f»
fluticasone propionate % 7 & A *8 % # & % B #| - 8242 % % > azelastine hydrochloride #=fluticasone propionate 3 % % F°# % #l:4
FMMTFRRIES 16% w2 BElm 512% - 432 &% - azelastine hydrochloride fe=fluticasone propionate # 7 % F "% % &l 4 fo 52
BElm g 1% e EHERRRBmAFE -

%2 @4 EHIEBAUE R X HIBEE R 5 F - Mazelastine hydrochloride #= fluticasone propionate # 7% & A" F&l:a ke B FF
HERAE 22% B BAATRATOTRRE -

#2. 4 Mazelastine hydrochloride #= fluticasone propionate# 7 $ M " % &l i 47 2 3 4 ff 0 %2 A H BB £6~TTR L& F M
BEERREEF BFAFE 22% FAAESHA T HAAGTR R -

BR2R HBRAMBRALEHTT

Azelastine Hydrochloride & Fluticasone Propionate # 7 # F°# % #l 48 (N=152) * ZREEm (N=152)
ES g 6 (4%) 0(0%)

B 6 (4%) 4(3%)
* bR BEN = 1562 &bk BN = 152
ﬁ.li»&!ﬁ‘# aﬁ‘%ﬂﬁﬁé‘]*&* [%Fﬁ%é&1$¥’§(51)]

A 12 @A éflﬁﬁz‘x’uli EMHR &,/isi!n‘?‘# 1404 & BAFE BN R K (perennial allergic rhinitis) s o % 3 & M § %
(vasomotor rhinitis)#4 35 i & % (240 & Bt 164 &4 1E)4:% azelastine hydrochloride #= fluticasone propionate # 7% & F"& %
Bt R 2% FREMBHILEETT T
Je SR A A28 b b 4T 00 A 01218 A ey B ACHE ~ MR R e 2 MRk b 0 4048 B A F ML B ACH % % (perennial
allergic rhinitis) & % & $ 1+ £ % (vasomotor rhinitis)#y % #%4&% azelastine hydrochloride #» fluticasone propionate # % &/
RHERER BR2K HAREBREILET1IT 2078 8444 fluticasone propionate #AFH 4% HXR1K HBHILEX S
2°F - a3 » azelastine hydrochloride #= fluticasone propionatesf 7 $ " % il /4 /& a6 7 B R i # & & 547 % - fluticasone
propionate # F"#% 4 8] £44% - Azelastine hydrochloride #= fluticasone propionateif % % A 8 F &K F AU TR R (2 2%)
R HREH RE B R kRS R F R EepRAE B B R M MBI # ko fazelastine hydrochloride #»
fluticasone propionatei 7 # A A FHl e Bad TLEXQL%)EABE AR 18EH(< 1%)BAFRE A S L - £ fluticasone
propionate $A G F L BAT 1B ES 1% HEABEASh - AHEEEEREASONRE A BTTHeBRRER 4
MBI EEXEXEFRFIL - A azelastine hydrochloride 4= fluticasone propionate # 7 & 8§ & #1475 09404 8 8 5+ A 114
(3%) - 4 A fluticasone proplonate gm»ag,smﬁ 2075 %% % H 6 5(3%)AFRREMHMIEERR -
6-11 & B
& 0318 A ey A r&}fkﬂ“ghﬁw‘&%‘#’ 2644 2 A B R Ry EE(60% B 40% &H)(80% A 19% B A~4% B A
2% HtiuAEsk) 44 azelastine hydrochloride 4= fluticasone propionateif 7 # " % &6 * B R2k » HRHBHILE KT -
72 200318 A 09 B ACHE ~ M BRI 0 264 86- 1R @A F R (RIEF R A 0950 L EEH (ZORE<IRA1285-29%
<124 136 %)M azelastine hydrochloride #» fluticasone propionateif » & A g F &6 % > BR2Kk S REMBELEE 1 F:89%
EE(2 6RE< IRHAL4L 2 ORE<12KH454)3% A fluticasone propionate SR HHF&H  HAR2K > HFREMELEFIT 4
## % > azelastine hydrochloridefefluticasone propionate#f 7 # i °f 75 #l:6 # 469 1~ R R & 4 % 5 40% > fluticasone propionate
£ /"% % 8] %36% - Azelastine hydrochloridefefluticasone propionateif 7 & "8 & &l % & A9 T B RIE(Z 2%) 2 4 & fo ~ SR
OB R R Bk s bR vk~ S A PR e oRoE R R LG S vBow s SR E S e RS - f2azelastine hydrochloride #efluticasone
propionateif 7 % JAf F Alia B - 234 B % (9%) 5 £ 98 i B o > 38 B H(1%) 4 £ b % iR % 2 - ffluticasone propionate % Ag %4
Tt 8L EHON)AER AR AABFHEAREAALORE - A EITTHwe RIERER ERRFIAEFTHXAFREL-A
azelastine hydrochloride #= fluticasone propionates 7 # f *& 5 #l /4 % #9264 % #.% ¥ H4 4 (2%) - 4# A fluticasone propionate & f*§
Bt 09894 B & 4 341(3%) B F R E 4 451k 3 Bk - 4 Fazelastine hydrochloride#e fluticasone propionatef 7 & F % & #l:4 %
W E AR EERE AP~ AR ERE [FHEEREZEFAGG)]-
6.2 Eikimsh
YA F 4 azelastine hydrochloride #= fluticasone propionate #4 7 # M *# % #| % & F —#& % 2 (azelastine #» fluticasone)ay & #H M@ H/ T~
RIFM o A S R oy AT KB R B B PEIE AR 0Y B R T AT S0 A5 St R R AR A A R R B R B S AR B4 -
I T RN A 3 AN L0 ST
M #ﬂﬁ*ﬁ%‘] é?!l‘ﬁ‘!’-ﬂ‘ii&‘ﬂ&%éi%*uﬂiﬁﬁ&‘EEB%EH&‘%%.B&‘ﬂﬁﬁﬁé‘ﬁﬁgﬁ“%ﬂ&ﬁ

a4 R  Fem(@ches Fu pain) ~ FBE3RA% 38 ~ Madi ~ @ 8 fo & SRAKRE ~ & 55 ~ b
m JB’_ ) ﬁ;f@]’%%ﬁ{ﬁﬁgﬁi R K& (anaphylaxis) & #8i# 4%t & & (anaphylactoid reactions)
S KL 95 - AR (S BHPR AR T 6448 71(8.3)]
Ei Ik I “%'%é%“fk'ﬁ:%ﬁLii&% S~ B ERIL A BRERF R el
iﬁﬁ&i& E/%” B]ﬁ: 5’;‘

; 5 J ﬂ%&% SR B R R A A TR P RRF L RIS RRESIR R RRETH RO R
%&ﬁvﬂzﬁ ﬁ"”fi% '«%"%
3 ayt v p

B PEKRE ~ br 3t~ GARRERK ~ TR BT BRS

A ¢ %o JR

TR ERER (RXRRR)
Azelastine hydrochloride #= fluticasone propionate # 7 % f"8 F &l k /78 E X B X EMRAFE - M S EWIXERATARTE S
BB R R BAER T3 5a o

7.1 PR £ SRR
8k 55, ) 1 P AR L A P AR AR 2 GBI B AT h S sE o P AR R 2GR TR MR R (S M EER EEFHA(51)]

7.2 CytochromeP450 3A4
Ritonavir(—#£3& 2 CYP3A4 p#l7l) & #8% 3 m b M fluticasone propionate skt $ M °f 5 #l & % % w3 fluticasone propionate
RES SR AL HEREREEK (S MBRERZE11.3)]-
£ L % 4k AR 4R 938 - 3& ¢ fluticasone propionate #u ritonavir ey & AR R LBAF RN R R S S0 T RE R
2% 83 B ik Kz (Cushing syndrome) #o % E g #p #l(adrenal suppression)Z &% - Bt fiEkiE A Bas  REHEEZELE
R AR A B W HA B &4 6 SRR 0 T £E S H U TR B B e 2 B bk W SR B S 4R -

%% (multiple)#F 200 mg Ketoconazole(< 2 —#E 352k 89 CYP3A4 Jp#I#l) B 12 3148 7 4k #e 4% (steady-state) 4% » & 4 3 fluticasone
propionate(# A iR A i 48 4 T B 4 1000 mcg fluticasone propionate)st fu it & & & 38 An » 3t & & e 3 % 8 AUC ey FE4K - 423 iU 33
LY, 32 p A
& A1 ketoconazole Fo it € 4wty 32k CYP3A4 il Fl 4 A o » f¥HLE A -

g f#;&#&m R (R i)
ani et S
Azelastine hydrochloridef=fluticasone propionateif 7 # M °§ % &l L7 1% A IR 6% 237 4% B % #H8a -+ > K8 R 4E 47 fLazelastine
hydrochloride#efluticasone propionateit 7 # "8 % &l 48 Bl % /& & (miscarriage) ~ st X4 [5 (birth defects) i h TH XA 72
Z R mARNEZ SRRy T ETEAF -
32X A kEUR 4R A fluticasone propionate i %L Fl w48 M U 3 41 IR 12 B8 /R 9F % 098 R #HER > 4 M9k A4 fluticasone propionate
3t kBT A FE R R SRR I e o
B #7 azelastine hydrochloride #= fluticasone propionate % % % F B HEH S L WA R AT KRR ACECAHHARHEHNES
Fi % : azelastine hydrochloride #» fluticasone propionate i 172 #F % - &£ 8y 4 £ 757 % F ° % 4% T 2k azelastine hydrochloride #5 10
1&H BB ARIE N > A #9587 azelastine hydrochloride & # #4005 2 & RS E £ R THAME (organogenesis) » AT AR 212 1R
g8~ kK Rfe %74 T azelastine hydrochloride 530 42 & # &3 A #4 B & & & A A% E (maximum recommended human daily
intranasal dose, MRHDID) 0.548 mg 8 > & & £ 5§ &1 44644 &% (structural abnormalities) ~ iz p& - A& 52 % 7% % (embryo-fetal
s:;;/;va;zggﬁvﬂéxigﬁiﬁiﬂﬁﬁié;‘:f‘_ J R RA R TR EARR B OEEARE S BEHHETHARERBARIFZ MR
FhHEAR R °
EEMAEFEAET KRk SRR A fluticasone propionate B rk & 4 42 & M = 8 (A mcg/m2 g—,f;q:,g;}_ s NAASASE B R SRR
AFI R G KRR E N 1_JtTﬁ.ﬁﬁwﬂh(teratogenlcny) VAJE T (subcutaneously)i# 12 ¥ kX &~ & ] /= & F fluticasone
propionate ROAR AR A P2 AR meg/m® A3EEE S IAASE B REERAAZE 200 mcg B) TR ZEH L L
K #8 Bl 8§ (corticosteroids) 2 4 bk ~ i S i ﬁ,&?«%/’i"ﬁ%?& 4 B SR HY) - (R R H SR BE 0 1% A 4 B " 5 Sa A (rodents)
VA AR 5 % F) iR B B Yy ey R A ) (teratogenic effects) R34 - 4% € sk #f o £ 2 5L R sk [0 iR & 24631 R fi (estimated
background risk) {5 R ifr # - R BAR R A A RALEE A XA T RIERZH FRR  AELBE—RAFRR LBKR LRTHORFEERT
ERARMSR AR E LT HFTRRES B & 2-4% Fo 15-20% ©

Ei¢i 4 nas
B RIF
Azelastine hydrochloride :
FERERNERS - BB SLE A W R ¥ (embryo-fetal development study) » 74 % & # s A Rl (organogenesis) A e ik 7 X 42 T & 42 azelastine hydrochloride
%% 68.6 mg/kg/day(ramg/m® 3+ - # 610 4% A MRHDID %) T E R AL - Be 52 5 (embryo-fetal death) - 4% 24 (cleft palate ;
short or absent tail; fused, absent or branched ribs) ~ 3t # F4t(delayed ossification) fops a8 E stk L& KB RAEMAE R Ehiz A
) o AR IR &4 T #E R 82 azelastine hydrochloride #|8 3 mg/kg/day B(:A mg/m? 35 > # 25 {24 R AR B RS EERAER) BRI LR
FREA R AR -
EMBPRRIER - BREFHRE AMEIRE 7 REF 17 ROOBEHAMM - A vk X 4% T &4 azelastine hydrochloride %% 30 mg/
kg/day(m mg/m® 3t H X ABARRAZBRSEREAK ey 530 ) R B ABRAEMN 2 F 8B LRLEHEF (oligo-and
brachydactylia) - 7 # % 4t.(delayed ossification)fe g #5 4 £ (skeletal variations)Z 3 % - & v k4% 7 azelastine hydrochloride #|& 4 68.6
mg/kg/day(: mg/m? 3tE 5 X > £ 1200 469 AFAH B R SERRAEB)HE > €8 RARE - Fb 52 78T (embryo-fetal)  f& 2 A% ik g5 3 #1342
AAREEN ARG XETRAAE 3 mg/kg/day(ix mg/m? 3HHF K # 55 e AARAE B RBHERBAH TN BRAFWE A LR
VA AR o
EWBRTIER - BREFHRY  AERE 6 REF 18 ROHBEHAMM Mok X4t T &4 azelastine hydrochloride %% 30 mg/kg/
day(xamg/m’® 3t H X # 1100 2 A MRHDID) €& %A & BRI Al E EHERALREEM - ARF XL T RTH
# 0.3 mg/kg/day(:x mg/m? 3> # 10 e A A B R B R RRARIE) 16 2 KA RS K R LKA -
EMBRRIEREMIFLMBEFTHE T AEREMP 17 REHALMSF 21 X #7844 azelastine hydrochloride 30 mg/kg/day
(2 mg/m? 3HEF K> g AREARFALRANAF 0 530 ) HYRALEFEAALATHPE -
Fluticasone propionate :
ABREHARGE A K TieidT e 248 TR B K & ik &fluticasone propionate#y iz j5 # % #F % F » fluticasone propionate f& st =448 % A
# Fe s bk (teratogenic) »
ERRY T B LT EHHE100 meg/kg/day (amg/m?3Hi > 4 5 ARF R RS ERRAMTH54)H - GHRERAEN BHXR
WS €& kI i (Omphalocele) » # ik 5 fo B 88 9 8 - § 42 T 58 & FiE 4t #1230 meg/kg/day(amg/m*3t 5> 4 A1 ARFBRS
FERBNAFF ) Be S R AR AR K L LA -
ER TR K T 24 A 245 meg/kg/day (2 mg/m*3HE *ﬁ&k%ﬁ&ﬂﬁn%uﬁ%’u\ 8 142 0F) » o7 iR 58 3 € R RS 2 ik 30 "85 (Cleft palate)
AR LB RS B R o F 1 T HERIER (Mice) K FiEMHE15 meg/kg/day(amg/m?st i > 4 A A AR BHERRAHE4 0.4 1205) Al
REFMEABR LA -
ERBERA(at) iR EFHET AR EHNALN A BHERA SR EE TR L Afluticasone propionate#| % 25. 7mcg/kg/day(umg/m 3t
Ho HAREBRBERBARIFHE)N @R LMW E KA R % RXRE A Rf o kA B bk (teratogenicity) 2 384§
EBFRERKFERAHE 5.5 meglkg/day (2 mg/m?3tE - # 0.25 12t A4 B S RBRAAI )0 ﬂdﬂé%ﬁ&ﬁﬂ%?wﬂulm@“
WP 2T (rabbit) iE s B F R P > ABEHAMM L Fikdrik 242 Ffluticasone propionate#|#0.57 mcg/kg/day(xamg/m?3t
#9006 BHARFARHERRAKZRALSH )N FERERAEN R LBERE-
EHTFRBLTHTRMEIE 4 meg/kg/day(h mgim*3tE » HASE AR SERRAR T 0.4 )05 - KE — w2785 (cleft palate)#
T & 5w A5 M (Teratogenicity)
EBFRERTF R TEHFE 0.08 meg/kg/day (vh mg/m* 3t » #5 0.01 429 AR B & S RANAEIR) 1 - BURS 5L KBRS R B3 AR
&k T iE 4R T #€ R (mice)fw X & (rats)fluticasone propionate » vA R A 0 iR i 12 # F % F fluticasone propionate » 3§+ jig % 3| fluticasone
propionate & %4k 4 -
ERBEXR(a)BENAETART  wEREH - 2RI ALNMOREF 17 X2 2% F 22 X) & T &3 fluticasone propionate & Fix
4t#&# 50 meg/kg/day(amg/m? 3tE > #9245 A A4 A&k &2 kR AEI#) - fluticasone propionate it kAR ER Y2 RE HEFH
#4542 (developmental landmarks) — £ 4 ~ 3246 R R KA TR NI A MR E -

8.2 wisLiA
RedEE
B #7242 A M7t azelastine hydrochloride 2 fluticasone propionate &% € ik 2lvf Lty Uit #aL 82 - RHLT AR B ES
FHE R o R A FUEF otk R S e HA R 0 R BRI FLAL 5 # AL e HER R £(signs of milk rejection) (3% 4 MBS sk 8. B %) - Fluticasone
propionate &5t E| X &Lt ¥ (A5 M EAE R A AL AUH B BE 08 ARG LT FHAR R B - Ko BRRERNGHHBHE i P
fluticasone propionate #i B 4R4& - B A a5+ fluticasone propionate i /& o8 fi 43 £ A& [35 4 B RUEE ik 3 1245 (11.3)] - v A2 B LPT
TROBEFRER SR BEREER LERERAADARKSH AL ERETTRIANBE REF—HHE -
ERAEEE

LR S éﬁjﬁ
JEEBLRIE A 6 0 LA o2l S S B AL 09 % LI R T Ak azelastine hydrochloride i & Lad ok A I -
BT A

LR R R T iES 10 meg/kg#l# 1 tritiated fluticasone propionate 4% » 5774k & FLit ¥ #8121 5T 18 043 441 (radioactivity) »

83 pEHEANR
ECEMMREH BN E L& 5% A azelastine hydrochloride #» fluticasone propionate # 7 & F°8 & #| & W B kX % 0y
22 M B A AR (E HH B EE R R b 416426 E 11K B4 B K09 B % 0 & azelastine hydrochloride #» fluticasone propionate
77 B T B AT 6 ) R B B8 B 48 A azelastine hydrochloride $# )77 % #l 40 fluticasone propionate $Jf°f % &l 232 5 0y &
BRI A - [ 4 MR R RE(6.1) A B R . (13)]
AEEHNRFRTY  AOULER BAZE5K B4 - 3% Tazelastine hydrochloridefefluticasone propionatet 7 % "4 & #l:49% - 425K
%% Mazelastine hydrochloridefefluticasone propionate# 7 % M 8 % &4 oy 2 &R M6 E1IR 2 MM 4&%;5;@;1;;{1
Azelastine hydrochloride = fluticasone propionate # 7 % A8 F &l # 4 RA TR EEE R 2B YR ETHEER
HBERRBBAT RN ABBTRIBCLEEH AR RS xﬂi%%iﬁa’h’i‘ﬁﬁi‘ EAE BT T AR - - ‘%}lﬂ%?ﬁb ZE I H 6y
BT R R0 A TR — &% A6y F AL -5 52 -5 L g #b(hypothalamic-pituitary-adrenal axis, HPA axis or HTPA axis) il
HAAW ARG ACABBAARREE L AR AAOEREHERAE LS - L’Pﬁ!ﬁ#P‘lﬁi‘ﬁ#ﬁlﬂﬁiﬂﬁﬂéﬁifzi‘ﬁ){iﬁiﬁiéfl%ﬁﬂ?u’%'
BHHARERRRAKRGHOPE SLFR - BLSNEHRBEL KRG RTRAREE TR LA  OTRESKA S BITHE R

EMEMBEL AN T RE S (LHAD) MR EELOERE (A A S50 E 5 (stadiometry) X2 & 4 %) Bif
AREAPVE BABR ERERGE R0 EEERERT EORR/IAE ZH A HiHEE-

8.4 LI AR
Azelastine hydrochloride#=fluticasone propionatef 7 & A * % | 64 B fk & 5 o » 1&*45:%&%%65;&&»{_1—_ B E WA R
FREFORBASAR Ao RENERERNGAEREFEE P FREZZMORBER  — AT HRFEEFE %‘6’1
BE BFRRRICEBRBNEMALLT BAZFEEZARSAEEALN FROBMARERL M&#I‘xﬁﬂ-ft’iﬁﬁv R LB

9 EEME (RREER)
A P34 azelastine hydrochloride #= fluticasone propionate W& sk %> Bl 3t > YA P d SAB 5 6 .77 & - 69 18 B AR BRI > & il FI AR &% ©
Azelastine hydrochloride : £ 42 % azelastine hydrochloride & &1 Flag3r% - 7 —ifk 23 g B9 A &4 H# 23 mg 4y azelastine
hydrochloride » s A4k A s &I T - Bri@ 4 21 oy azelastine hydrochloride #&-&4% > R T3 meg a2 o > FATH S ERKEE R L
BEATREMS - ERABRRR T B—#8 vk azelastine hydrochloride(® & 16 mo)it A E KB EFREM K m- w RELEY
BEE A EIHIR— A XMk (supportive measures) e & 32 - B AT ZA A %09 A & A o 2Rt m iR Al (antihistamines) & T4
HAFTERREITRRE BRTRMASHEZETH R
Fluticasone propionate : %14 fluticasone propionate & f& i =T f 4 5 i ' 5338 % 4 (hypercorticism) ey Ak /B0 [ 5 M % & o2&
FA(5.5)] At R ERLRKE P AHEL T fluticasone propionate X Wk » F/k 2 mg(10 2 RAE)  #H8 7 R T EH RAFeyat 2
e AR ERLRAT R B Rk fluticasone propionate #l# i 16 mg B e AH A BLAIER - FHEREMTKLH
AU ARAE & 80 mg- A 10 XA RR Loy wRAI R HR & 10 mg> FARH 14 R0F> S HX LRE o)A MRS - T RRBH
FEA R B EEIPRE E ARGt B m MM - dAb—iiR 23 g 89 K &% &4 #) 8.5 mg fluticasone propionate » f @ A& FI A T »
FRTHEE LSO NBE -

10 498 (fscRkiei)
A % (azelastine hydrochloride #= fluticasone propionate), & sy H =P e G &390 £ 8 $78 KR Al
& Sdta e Al (H1 receptor antagonist)#e & ' #8 B &% (corticosteroid) i & i& M i o ©
Azelastine hydrochloride st &M RN &@ &Rk &R H K> BH %% € T84 418.37 #rizs Kk ¥ (methanol)fei — &3
(propylene glycol) - £ 7 # Z &% (ethanol) ~ &% (octanol)fe i (glycerin) - ‘EagtE s 2 225°C ' pHIE &5.2° AL £ X & 1 (£)-1-(2H)-
phthalazinone,4-[(4-chlorophenyl) methyl]-2-(hexahydro-1-methyl-1H-azepin-4-yl)-, monohydrochloride » £ %+ X %&C,,H,,CIN,O*

HCI» Ak 2 & Bt T
[ I \:N
|
N
) N~ CHy HCl

Fluticasone propionate &M 2@ EHK 5% E 273C > T84 500.6 > B X & CuHyF 08 - €& FFREAK HiEihb=F
3 A (dimethyl sulfoxide)fe = Jk ¥ &k iz (dimethylformamide) » & i 7+ F 8542 95% #9Z.&% - Fluticasone propionate £ —#&4& 64 %
K #AE A L4 X 4 © S-(fluoromethyl)-6 ,9-difluoro-11 3-17-dihydroxy-16 « -methyl-3-oxoandrosta1,4-diene-17 8 -carbothioate,
17-propionate » AL £ 44T ¢

3EF b TR B

CREZHEZMFE

A %(4azelastine hydrochloride #= fluticasone propionate) » £ —°# % % B Ak ¥ %% + 4137 mcg/50 megwy # %% > 484 340.1%8y
azelastine hydrochloride #= 0.037% #4 £ #5 4t (micronized) #4fluticasone propionate # ik - f#% % % B A M i/ P94 microcrystalline
cellulose and carboxymethylcellulose sodium (Avicel RC 591) - polysorbate 80 - glycerin ~ phenylethyl alcohol - edetate disodium +
benzalkonium chloride ~ sucralose ~ hydrochloric acid (pH 3 #:#l) - sodium hydroxide (pH 3 #i#il) - purified water -
AREEHERTOEREFLHABEPREL2.2)]) X EF R FHRM0.137 mLey ¥ 5% > 4 A 137 mcgayazelastine
hydrochloride (8¢ #125 mcg#y azelastine ##l)#» 50 mcg#yfluticasone propionate - 5 s A fis f M AT8S 2 8 1% > 4R 23 g Eag A
BT RBE120REEHF -
11 [GPREEPREE ({5 SCRRRCHR )
111 PEFBE B

i azelastine hydrochloride 1 fluticasone propionate Fffi4T » KL » DU A5 53 1F B 2 320 - AR PR A S, < G546 58
AN A A 228 ) > R IEH 32 845 P (histamine H,-receptor antagonist)F1{5 ¥ 57 2 4 & % (synthetic corticosteroid) °
Azelastine hydrochloride
Azelastine hydrochloride j&—f@ phthalazinone 72447 » #£53fE HAOAHAS - BYPRCRD A vh 2B A AR H 52 8 15 OB 1% - 7MuLl—'
azelastine hydrochloride 2 DUSMHIERGYITZAL T - fEMSMFTETh - BRET5 SRR R rO SE R M 00 A7 52 - LA v 2 R
(desmethylazelastine)th HL G H sz #a5E 58 2 i1 -
Fluticasone propionate
Fluticasone propionatefg —fE &MY trifluorinated corticosteroid Eﬁﬁ%ﬁﬁ’]ﬁ“ﬁ Z"cloned human glucocorticoidsZ {4 A8 41|
B I HE S ER 43 BIAEIAFE 1.25 and 0.17 nMEFHEHE 7 50% Y B2 JHE (FL & 4G & Bl L R ¢ =¥ > fluticasone propionate %% JfJLh
dexamethasone &3 £ 55 %Ek*ﬁMcKenzle[ﬂl ISR E O SO SR L = itk - BTG RIARB L M A 28 -
Fluticasone propionate 5% M & S AE R0 FEAA1E B RIS 4 - H Rl ZR S8R Corticosteroids B4 2 Bl 42 [ JE M) 2 R AE U A
(BN AHERE - R MERTAENG - W R MERCAE AR - BRI AT B BB (B4 © histamine, eicosanoids, leukotrienes % cytokines) B A7
BHZIIER -

11.2 SR 00EEY )y
BB
AE— LR Bk 95 plit s ) o MR LR ERIERM QT MIMI(QTe) » M AHRIBATUR azelastine hydrochloride(f it

fL2mg, —
136 ER
TR EAEFIEE - SR RIS 7 LR azelastine hydrochloride i erythromycin B ketoconazole .0 FEf L5228 o AR 38 Ry
SR - iELEEEYIS QTe WL -

11.3 588 Jy
YT
5B LRI B P45 58 azelastine hydrochloride I fluticasone propionate /7 S:IE IR B 4 (548 mcg azelastine hydrochloride {1 200 mcg
fluticasone propionate) » {5 azelastine 5 = MAFIE LR () FHIME (A2UERS) By 194.5 & 74.4 pg/mL » fluticasone propionate HI B 10.3
=+ 3.9 pg/mL - [fij azelastine [ FI4E 5% B (AUC) By 4217 £ 2618 pg/mL*hr » K fluticasone H Ry 97.7 = 43.1 pg/mL*hr - HE#526%% -
azelastine 3#FI i e ML EE A RERT o A2 BU(T ) B 0.5 /INKF » fluticasone Ky 1.0 /INEF =
L) azelastine hydrochloride FI fluticasone propionate #/7 &4 FI4FE %44 ¥ azelastine hydrochloride (44 51t A4 44 ] I 3K Bil B J5#% ¥ azelastine
hydrochloride B4 FFHES (A 40%) » Llazelastine hydrochloride #/1 fluticasone propionate # /7 4 FIE #£71#% ¥ fluticasone &2 4 B 4= f ] FI=&
R B 5% T fluticasone propionate S:IE ]S 44 61%(fluticasone B 77 5 FHIE T Bl & A= B8 0] FHSR/INFY 2%) » FHFS S fleha S A8 jea] SR 1RAE - K
It fluticasone propionate .2 #EW)H)J) B2 2 WU B R IMIL TIRICHETT < TUIRHS T U &@ud& fluticasone propionate FYIFFERTR » R ZIEHI
JIR A= R SRR A A R R = R ER O M 2 - IS M R I ik -
pasiil
HRBE AP IR TE S B FUIR&AS » azelastine hydrochloride 2 T8 E IR 8 T MM ATk 14.5 Likg o 68 F I 26047 (9 B S G Bty R U
azelastine hydrochloride J HALH#%) desmethylazelastine » BYIMEEE (45 &R0 y 88% Bl 97% ©
EFIRIE S5 %E7% fluticasone propionate FYFJZABIRER (initial disposition phase)filii » LG Pk B M v VL BELAHAOAS & — 5% - PHa frleht

H 56 KL LA

¢ o ZRIERAG T azelastine 4 mg 8¢ 8 mg > —KmMAK > QTe AYPHBLi ARy 7.2 2




H5 4.2 Likg «
Fluticasone propionate [ ASHIMAEE IS & SRV R 91% H Bl Es A BAHRAM: - Fluticasone propionate w] Bl [fIER& 4F 35y H Al ifs & -
A TERLIMER LI A I E MR RE - Fluticasone propionate Bt A% /B S HHE 1 (transcortin) i HEE S £ -
Azelastine hydrochloride #5Hi{Tig cytochrome P450 &b - B iH MY desmethylazelastine  \4AHEE i &2 azelastine A4=97#AL{E
FHE E IR (13 P450 isoforms » Azelastine HURETE R4k 0.50 L/kg/hr
ME—AE ABSPIUHERIEI RIS ERACEY) > Ry fluticasone propionate [ 17 5 -¥2J&(17 3 - carboxylic acid)fiiZE) - Hgf8H1 CYP3A4 BRISHCITIZK - ££
TEONEEERTD > LIRS A SR AT B b R T 3R 2 BRI R RS (Y 1/2000) - 316 ELBYIRETE PR ] RIS SEBEE - 16
AR R B AR AR RAEARIPAIEGHIE] - Fluticasone propionate S EIHEIE FRRAHEHE S (R 66 L/hr) -
HEBR
FEHh SLJPE % Trazelastine hydrochloride #l1 fluticasone propionate # /7 &k fHIE #5741 » azelastine hydrochloride 2 HEFREZERAKT R 25/ N « T LR
TP EREE (1 azelastine hydrochloride £ » #975% # 3R H i <10% J R By -
FFIRIESS fluticasone propionate #% » @/H % H 5 ¥IE J15 (polyexponential kinetics) B4 » 40 HERR 1 REIIRY 1y 7.8/ NKF o UG AT A R LA
YIS RERIRHERRE LB AT 5% » H AR LU R ZEm B (T XA SE G HER:
(53797313
Azelastine hydrochloride i fluticasone propionate #5775t RS FE I MESH B RFPARRTEEITIITE - HMSRARFEINMERZ SEv By JI 2708t -
JIFDIREAR 2 © IFEIREAR A & 3 DL IRAG 451 azelastine hydrochloride HYSE)E) T S22 -
EYIREAR 2 ¢ HE azelastine hydrochloride .2 [l BLA 83k - BFIhREAR 2HY B (creatinine clearance < 50 mL/min) () C,,, BLAUC i it i
X 70-75% » MEE C,,, HIRFRTANZ AU -
AERS ¢ [1IRES T azelastine hydrochloride $2AYSERIEN JI S22 » R ZREMIVLLE -
PR CIRAS T azelastine hydrochloride #2i4EIH /5228 REr 2RI -
Tl MARIEARRER R -
YR HAEH
Azﬁéiﬁsal;;e hngOCthride A1 fluticasone propionate /7 i AMES T IE RN EEY) A BIEFIFSE - #5700 5 B F U n] F A 5 BE T B3 19 28
A N ©
Erythromycin : 1R & HHE T azelastine(4 mg » — K —ZX)Ed erythromycin(500 mg » —K =K » 3#i§ 7 K) » F5REH azelastine 2 C,, Fy 5.36
=+ 2.6 ng/mL Jz AUC }349.7 = 24 ngeh/MI ; [ L5 #% T~ azelastine 1% » H C,, B 5.57 &= 2.7 ng/mL » AUC Hi[ )} 48.4 £ 24 ngeh/mL -
Sl % B B A 2EY) A AR SR - BFSE & 0HE T LI A fluticasone propionate(500 meg » —K@2K)Eierythromycin(333 mg » — K =%K) >
fluticasone propionate 2 4E4)) 21 AR B 2 -
Cimetidine and Ranitidine * £ —{8 LUERESZIAFE - BT Z ZH 5 FAERNE KB EEY R I FE MR - cimetidine(400 mg - —K =) &g in
1 azelastine hydrochloride(4 mg » —K — ) -HIPE KH 65% o IR A B i lazelastine hydrochloride(4 %75 » —K . 2%) ) ranitidine
hydrochloride(150 mg » —X —X) » AFEE({1 azelastine hydrochloride C,,, }48.89 £ 3.28 ng/mL » AUC HII}y 88.22 & 40.43 ngeh/mL - [fij i #4
¥ azelastine hydrochloride #41 C,... &z AUC HII435 %y 7.83 £ 4.06 ng/mL Ei 80.09 =+ 43.55 ngeh/mL -
Theophylline * iR &G azelastine hydrochloride (4 Z£ 55 » —K 2K ) theophylline ( 300 mg 5, 400 mg » — KR 7% #HEL B4
YT IR A -
Ritonavir * RAEAF 1 8 LR ZRE T Z LI ER N By HERRE - #EREURAE#E S 0HH A fluticasone propionate Eil ritonavir
(CYP3A4 EZENHIH]) - 5#4# 7 K45 T fluticasone propionate 7K &k FEEZEH] (200 meg » —K—2K) Edl ritonavir (100 mg » —RK ) » fEAZH
k& o BB fluticasone propionate 7k & FIREFEMIIE - Al R EIM4EH fluticasone propionate (< 10 pg/mL) ; & Al HIEIE S -
SRR (C L, R 11.9 pg/mL (i 10.8 % 14.1 pg/mL) H AUC,, , P9k 8.43 pgehr/mL(ii[# : 4.2 % 18.8 pgehr/mL) ° [fiifif ] ritonavir
Eil fluticasone propionate 7k i FIEF#E71# fluticasone propionate ) Cmax F{1 AUC, . /3 HIB4INEE 318 pg/mL(ii[E 110 % 648 pg/mL)Fil 3,102.6
pgehr/mL(#iE : 1,207.1 % 5,662.0 pgehr/mL) - [fil 41} fluticasone propionate %24 S AYZEE NN » EIEEY cortisol A AUC B I (86%) -
‘& fluticasone propionate B AhIRAL CYP3A4 I & OF6E IS » HEGENT -
FEZEY R HAE AR T » SHHE PR A fluticasone propionate(1,000 meg)Fll ketoconazole(200 mg % H —Z) €735 E] fluticasone propionate
TR RINEE cortisol AUC YRR » {(HEHIRIEHH cortisol HRINZ G EE « [Z 7.2 fi]

12 JEMIRDRBEE (f SORRACHE )

12.1 BugtE - 2888 - REERE)ZH
Azelastine hydrochloride [l fluticasone propionate #8775 FIEZEH| : K15 azelastine hydrochloride I fluticasone propionate # /7 & &%
BIAEIT B ~ B A BRI SZARMITYE ¢ AR A0 AT - SRR HNEPERST azelastine hydrochloride i1 fluticasone
propionate fFHRHIFSE
Azelastine hydrochloride : | AR Crl : CD (SD) BR ffi KB fil NMRI BB 05 M 7Ed - 3F4h Azelastine hydrochloride FEUEATREM: -
TERET  BFHIEE 30 mg/kg/day(BL mg/m® 35 > RIFIE 530 fl1 240 59 A KR AR L0955 H S d i AR » MRS
BORERE I - FERRE P T B M R 25 me/kg(DAmg/m® FHEL - 3 RIKT R 220 R 100 f5 9 A SR AT S EEA0 15 H s B A B
AT B BOFEEN R -
TRAEPIE K ZE TR (Ames test) ~ SRR A (deoxyribonucleic acid » DNA)E{EEIEA(DNA repair test) + B B IR 1 (7 2 85l B
(mouse lymphoma forward mutation assay) ~ F& Bl fi#% 3B (mouse micronucleus test)sl 7 {7 #& i 4 3 B8 (chromosomal aberration test)dt »
azelastine hydrochloride #5oR HiER EL K ZE AR ©
[ Azelastine hydrochloride /£55% 30 mg/kg(Rhmg/m?® FHE » #75 ABER AR F i sa B A B 530 £5) 15 SR P A B I 5
e 2 R A B T H S 4 - B LI Azelastine hydrochloride ] 5% 68.6 mg/kg(img/m® ZH5 > %9k AHAE H e e gl I A B0 1200
E%ﬁ%’lﬁ*ﬂM’Iﬁk%%’[‘%i@ﬁ;ﬁﬂ’ﬂ%ﬁﬁ%ﬁﬁ@ﬂﬁ » RECEBAEIR K M) > 2 (corpora lutea) FIZE PRIGEELRD + 4R1f - SRR
EAHR .
Fluticasone propionate : 75§ EL# #7858 [1/IE4% T Fluticasone propionate B4 1,000 meg/kg(LL meg/m® ZFEL » 43 I By AEEL ARG
HAF H R A AT B 25 A1 10 %) » SUAEA B 104 SELAAJT R T Fluticasone propionate Fl 3% 57 meg/kg(LL meg/m® 15 »
SRR RR 3 I 1A B NSRRI S B4 H die et i W A ) IKF - Fluticasone propionate #oR 2 BIBUE Z WIRENE -
Fluticasone propionate f£ {4} Jf{{% (prokaryotic) i EL#% (cukaryotic)fffg th R & 5 | # KL (K| 2  fF {8 SM a5 2 A8 2 Wk E M (cultured
human peripheral lymphocytes)l % B #4#% B (mouse micronucleus test)d1 » ¥R #{%2%] Fluticasone propionate 75 H BEEL (i 7 241 F
(clastogenic effect) °
Eﬁg?ﬁﬁgg?ﬂuﬁ?&%ﬂi%%w meg/kg (Lmeg/m’® G5+ B 2 (509 NBHR A F s A e AT B0 ) IR At P9 SR T RE O 4 FiEE

R3Z & o

13 IGRWEE CHESORGCTR)
B 1285 (2 L)L /b e
Azelastine hydrochloride 1 fluticasone propionate #1775 AR ZEFITE LA K 12 BELL LT A F MM BB M ARSI Z 21k - 2l
3 TR - Zrpul o S LRI IRER R BR Y 853 A4 B AATAL -
FRBEIERE Ry 12 % 78 BR(64% 2 > 36% 5tk 5 80% FHA > 16% B > 2% FHNA - 1% HAth) -
i FEBE IR B DU IR 2 — ¢ 43 BBy ffi i azelastine hydrochloride 1 fluticasone propionate # /7 SAIE %] ; azelastine hydrochloride LI
i 5 fluticasone propionate SRWETT| e 2RI » I SAL—IE > — KWK -
Azelastine hydrochloride {1 fluticasone propionate [y LLEZ SV R AE 45 B EE -
I s T B FE IR BE 43 reflective total nasal symptom score (rTNSS) ~ FIEF#E SR EF4) instantaneous total nasal symptom score (iTNSS) »
LB F A S A M BRSO B AR AR -
TNSS G507 22 5 4 M8 FEY SREAR (PR ~ ST ~ FTMRMER ) 3 B IR AR AT B O 283 430 =M » 1 =) > 2 =rhifiE » 3 =fig
HE)RBIC BN o B PTER RICSRAE R B BRI - BRAT 12 /NRERIR I (R R - BRI L R » B FEENGERE » A0
AM + PM rTNSS(i 4 By 24) » FEAGHY T =0k K BRI S8 L i DUR 2 SEIEHRIR KB L R S M - R BRI & 0F AM
+ PM rTNSS 1£ 2 JIESHETIR F R R0 - L R - 1 RERE R 2 AR ML - ITNSS ZAER T — XA R AT HIRF T 8% -
fE58 2658 Ba 1 - azelastine hydrochloride il fluticasone propionate #7575 il azelastine hydrochloride F{1 fluticasone propionate [ Jz 2Rt
FIRALL  (ERETEE EBUREE RS rTNSS o Hl—FRuk 22 R & ff 7 BALE RIS T L - Hooh— R (R MRS AT F AR (R3) -

3. U M RO SR A B A e 12 555 () DAL 5 HEAE 2508 U 4 0+ 4 S I R BT 43 AR B AT A e L

(FE 2% 1@5}Ln§~:k ) N# LS Pi9fE LS P35 LS V5{H 95% CI P

Azelastine HCI & Fluticasone

propionate 207 18.3 -5.6 -- -
BB ER
Azgg%‘%ﬁa 208 18.3 43 14 (2.2,-0.5) 0.002
Fl“‘“g@éﬁé’%’ii“m 207 18.2 47 1.0 (-18,-0.5) 0.022
LR 209 18.6 2.9 27 (-35,-1.9) <0.001
;{E{#j;&;fﬁ%ﬁﬁ%%ﬁﬁﬁ (fTNSS) FPMEE (s = 24) » J 14 RIGHEIRII 9 % -

LS S ~ 95% CLA P {E 2 B FHI i 2 11 2 b A 7 S i = EE 40 ek S AT TS
fE5E LeE B h - Bl RIBIAHLE - azelastine hydrochloride il fluticasone propionate #§ /7 £ RS M E iTNSS rhth 8 H# 3+ 5 2 HH A
R > B azelastine hydrochloride 1 fluticasone propionate FLEZSEYMH L2 ANk o Horp—TEARER I (I MRS RAT T AR (F64) -
F4. A TR USRI R 25 () A b 5 1R 2508 * 3 7 S0 T 00 A8 SRORE AR 5 4 1 i SO S L

AL RS L SIZRIE 2 A2 B
bl Tt Tt T 0
(% 2K RHEATLE—%) N % LS Vi3fE LS V5{H LS ‘FigfE 95% CI P i
Azelastine HCI & Fluticasone
propionate 207 17.2 5.6 - - .
EEil e
Azelastine HCI
L 208 16.8 -4.3 -1.4 (-2.2,-0.5) 0.002
Fluticasone propionate
Bl 207 168 -47 -1.0 (-18,-0.2) 0.022
LR 209 17.3 2.9 -2.7 (-3.5,-1.9) <0.001
*REH BRI SHEREE 2> (\TNSS) RESHERAT (imesd = 24) B 14 Kiig iR a8
i JE R

LS S5 ~ 95% CILAI P {EZ B A AT R ZORBES T L B R X S AR R AT TS =

* R EART R RIS AR EEIREE 2> (ITNSS) FFor AT (isizr = 24) Je 14 KIAHHUIRHI P4 -
i IR b

LS S ~ 95% CIA P B B FH AT SR A ZORHES T S X A e T T A

BHAATE IR » EFBAE ITNSS 34 B &R g% L it - azelastine hydrochloride F1 fluticasone propionate # /5 & Fi & ZE 7
TERERT LI 2 T LI o 4 MU AE S 19 B8 — R IRE VRG> (05 = MRk - S e B8 i A AP AS PR A TE FIIRER » 28 — KA 7 azelastine
hydrochloride 1 fluticasone propionate /7 SIS A2 1 30 43 b BIZE 2B dn B A 1 -

B 18 B RS - 3B Rhinoconjunctivitis Az 3 k] 45 (RQLQ) AT il 2= 7 1 s A Mk 43 48 380 L5 RO AT 260 1 By B B (R
& 7 AL 28 [ E QR - MEIR > JERVIEIRAEIR - EERREE - SUEREIR - IRWPRERFIERDLL 7 20 HIEFEAS - Hh 0 =667 - 6 =i
KIEHS) « #E88 RQLQ S-Sz DARIS AT A E H I F I AT S « (ERREIED 0.5 SFHBLHER R IR L HERNWE - 18
Barhiy g —{8 » YRR B AR RS RQLQ IR R HHZE AN 2RI - RIMIHE -0.55(95% CI1-0.72 » -0.39)F] -0.80(95% CI -1.05 »
-0.55) - fFig tei{EErh - azelastine hydrochloride FI fluticasone propionate # 5 fik Fi g 75 7 Bl B — i o & [ 68 725 B/ VA 0.5 409 ix/
HBER -

6 11 R
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