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Dymista Nasal Spray

137 micrograms/ 50 micrograms per actuation Nasal Spray, Suspension
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1 BEAETRAE

1.1 BHESRK
Dymista FEAITABEHEMN EREBRMAZ FEEEEBEESRNBRIER -

2 RIEMAE

2.1 BIEE

Dymista (OIZBEIES : SRMSILEE 1 T SXEAR(ELMBL) -

BRI BEEAEAE - BERMERTE6 L EEnE -

2.2 EE{EAHN

Dymista {124t S RRPIRIT(EA -

SREEAEENT -

HEGERIRINZE « BRMER DymisteTB5c %08 6 FEE M DMBHBEIAEA - % Dymista 14K EK(ER - %
181 T BRI R S MEEE -

B %45 Dymista IEEARAS - tNRISTIARES - FIEACHRIRAEED 10 8E -

3 BIRFIENEE
Dymista E— 22 REREE TR - 8XIEEERES 0.137 mL BETR - EdhEHazelastine hydrochloride 137 meg
fluticasone propionate 50 meg (137meg / 50mcg)  °
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5 BEMIEEIE

5.1 EEEEAE (Somnolence)

EHBEERAET - BH—L(EADymistal B EWREELEIERE (853 BRANSIFEEENHEC B> 416 BREFH

2%) [2EFERME (6.1) 1 BEEEE  BHREERDymistatd » tEEESEE TN RIPESHRNBZRIE >

BRETS BN B BLISENE - [ER R EIRS(ER Dymista ELEEE M PIEMERAGIHIE - ARG E—SREZEBENIE

EPIEHERGHIINEE [ZRABMREIER (7.1) 1-

5.2 FEBEEER

%’?E‘; 2] E 52 BENERKREERT - ##ZDymistalA BN EE LIRS TREISENSE THERRRITEN [2BFTRR

f& (6) 1

=R R EEER (corticosteroids) B ET » ZHREEEMBPRFILAERKERE - 7£(EM Dymista FIERK

HEP > WRBRRISEERNSPREILESE -

%E’:‘corticosteroidsﬂ{%ﬂﬁ%ﬂ?ﬂlﬁﬂﬂfﬁﬁ AN BEEASINER - BEFINERAGHNEEEENRSHEERE
Dymista °

EBRLET fluticasone propionatefJERIREERT - BHHBZIKE(Candida albicans)E BANIRMEE 4+ BERRIFAIRIR

SHEMRRBER > THEEERAEENENELETARE » WEIEMDymistala % - BERRIGEER Dymista HAM L

MEEES B CandidaRk R EHAr ¥ BIEELE R R RENITS

5.3 FXRMBAAE

SER Afcorticosteroids » AIHE B HERFARMBABNEL - Bt - #iSR SN FREFS - FXR - RFEBANEE

AENEE > TEEEH -

£ 612 BERE 12 U L EBEEEMBEIE (perennial allergic) S MEEENE L% (vasomotor rhinitis; VMR) #9535

DEMEEEEN 12 B R HRHES - FRREBASNFREERETESRTNBRENT - E2HEZMEN 612 28

EH > 405 ZEEWEEE D EIES Dymista (BX 2 %> SXESESILEE1T) - 20723 BEMEIEIES fluticasone

propionate 2FAIEFER] (BX1X > SEL2ILKIE 2 F) - £ Dymista ik » —REEXEE 6 EARBEREBA SIS

4o lb4h > B3 RBEES 6 ERAR 1 A7ESE 12 R (AEER) 5> BRIBETEEE THAR(posterior

subcapsular cataract){&fiz854 - #Efluticasone propionate/fd » 3REBEEE12EA CAELER) BEEAETARRE

(posterior subcapsular cataract)EHZ354

5.4 GIEHH

{ERINHIRBERGRIEY (Ucorticosteroids) FHELRBIAEBSZEIRKE - 70 » /KE(Chickenpox) k2 (measles)

1EfEMcorticosteroidsiI SRR EHEAR > FIREREERE - EERGIIRE - PSS FBBELER > QERBEE

REIEBNRELRA » BISREEREREIRSSE © Corticosteroids/AENAIE - R EAIHENISRIINA R S 4AIBH

MREANEREFER o SBERRBMLHI{ERcorticosteroidsiA Y MRS, Eth 2R - MRRBHKE > TTEEREE

EFRKEERZREKER (varicella zoster immune globulin; VZIG) E{TTERS - MMRREIMHS - AITTEEME T

EEASHMNAREIKER (intramuscular immunoglobulin, IG) #1T78F5 - (BEATEMIVZIGIGEH &M - 52

RN BERAE - ) MRLIRKE - TZRERNFSEMETAE -

YA EENEEER IE M (quiescent) IRIRE 1% R (tuberculous infections)iE#E « REGABNEIH S ERHNMAE

RE 2HMRSFERRP - NRGRELMT - EEE{ER corticosteroids » EAT BILELRPAIATEE

5.5 TRE — IEELE — B LAR(HPA)EER

EEASREREENENEERSKEEREREZREET - TalR2SHHEREERYE  IREEE2

(hypercorticism)1 & L R#I%I(adrenal suppression) - 1R FLEFTEEML - BEE I ORKE EEERR A BIVEERRF—

1% > BRIEMEADymistafIBEIE - RS M 2N R EHERFEEARA K S EEES - ATaEE IR EEFE 2 AEARTE0R

R /3 HPA BhiDHIAE RS

AREMREEEEENZ SR ERERE - FTaESHMES LIRTIEERZ AR » bt » —LeBE T IRAEAE - FIA0R

BN /SRR © RETINE - EE REEAZ SR EEEREERERRT R EEER ABENEE » BB AIRTEER

BAERNSME EIRREINEER 2 (acute adrenal insufficiency) - I L BERAZ SR EHERSENRG

(asthma) S EAERREARNBE DR » TH R EHERB RO FIESREERRERL -

5.6{§F CytochromeP450 3A4 I

Ritonavir fIE {383 cytochrome P450 3A4 (CYP3A4) iMHIEI&EEZEIEN{ER fluticasone propionate 2 FAIEFEEIE

FH 2 M#Ffluticasone propionate REE » BEHMEREEZ(serum cortisol)FEERBER(E [ZREMREER (7.2)

BRPREEIRER (12.3) 1. EMiR{EMMIR L RSB > $3 fluticasone propionatef] ritonavir FIEBE F7EERAK L EZAIEEY

REER - BEREZHUREHRERYE - S3EERRKAE(Cushing syndrome) & RN (adrenal suppression) Z1&H °

g;ﬁg%iﬁlﬁgﬁﬁﬂﬂé » BRI BENBEREBBE R EREREREANRBE - MELER TRENRENESY
& Zal °

"é!(‘ Dyn)'\i?ta MEAhZEAT CYP3A4 HFIHI(N ketoconazole)SHHEMISIEEE [SRBYWIEEIEH (7.2) FbGHREESZ
12.3) ]-°

5.7 HAETRENHER

"éég?zﬂii‘?}%‘ﬁ » R EHEE R fEERE RIEERE - THASANER DymistalREBZFNERISRIZSRAISFHA R

84) ]-

6 FRRIE

ERAZ5NEREREREFTEEERUTIER

o [IEHEE [ZRZERTIESIE (5.1) ]

o FEERTE . GEREN  BEENEE - BPRFIL - SORSSHRINNESHERKE [BHEERIEEE (5.2) ]
o BXREBHEAME [ZRAEENTESIE (5.3) ]

o RBINGI [2REEMIESE (54) ]

o THRE-IEERE - B LR (HPA) BifEF - BIEERFE [SRAEETEEEIE (5.5M5.7) ~ HHAHBAIER (8.4) ]
6.1 BRPRABRATER

M RRABEESERERENGYE TETH » AREEYEBERSBIERINARRELLE » FEEERES—EEYE
Eﬁlf%ﬁﬁﬁqﬂﬁf]{%%?gﬁttﬁ » BRTRERER M E B RFIAEEE -

B A58 9B D E

Tt AI25 A LBV ENR 2 MBI RM T 7 3 B45H2ENE T - KEBBRBNRKRET  SEZTEHBMNIEER
#9853 BEE (125 L ; 36 % B 64% Lit) ¥ Dymista (RS - SIEERRHAERIIEED %5 80% BHA ~16%
EA 2% AR 1% HERERE -

A 2 BN 3 ERBBIHBIRAERET > 3411 ZEFFMMEBHUESRNBEIERERX 2 )8 > BREEESHSE

1 T Dymista  azelastine hydrochloride £FIEFEE - fluticasone propionate £FAIEZRISZREETA

& - azelastine hydrochloride I fluticasone propionatetb#4H{FFIEE Dymista {HEIAEEETEE - B RETELHE - &
BEME > Dymista JAEENTRRIEEEES 16 % * azelastine hydrochloride 2 FAIEZEEI4H% 15 % - fluticasone
propionate 2 FAIEFEBIE£13 % » REHIE%12% - {B88M S > Dymista ML HEERER 1% NEFAFRREMEEE -

E 1 BEEFEIEAN M SR HRIEAREERT - ADymistalaBMINEBET » HERE= 2% BLERBAEERENTRR

1. {8 Dymista 17 2 FABNREAMERR » ERATNS O ESHEBRERRBES » BEE 22% BEHER
HREBENTRRE -

BR2R > BREELILEE T
Dymista Azelastine Fluticasone ZRIEIE
(N=853)" Hydrochloride £FI& | Propionate 2FIEE | (N=861)
A Bt
(N=851) (N=846)
IR R 30(4 %) 44(5 %) 4(1%) 2(< 1%)
BB 18(2 %) 20(2 %) 20(2%) 10(1%)
pridiiil 16(2 %) 14(2 %) 14(2 %) 15(2 %)

* 224 [ER¥(Safety population) N=853 » E[);&EEEf(intent—to-treat population) N=848

TIELTHER -

Eéﬂﬁl;ﬂ(ﬁ%ﬁ‘f i A<1%EZDymistajgE (853FIFF6HI) HLEH (8615 E1FI) MWEBEERSHEBIEE [SREERT
BEIE (51) 1-

6-MEEMREE

MY 6-11 B ENT2MEIERR 7152015 FEIEBHMEERNEE (6-11 5% ; 57% B4 43% 1it) T4H
2iﬁﬂgy1ﬁ.ﬁi~ﬁ§§3@]¥ﬁﬁﬁﬁﬁiiﬂﬁqﬂ¥ﬁ DymistafIREE - BRRAERINIEE D165 69% BHA ~31% BA » 2% THHAT
2% R ©
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E5H 2 BORUEIEBERRAET - TEMHBHMERBEEASX 2 /8 » 8RXSMELILEE 1 T Dymista SREAE -
4RBETE > Dymista JABENTRKRIES 16 % » MRAEIES 12% - 2EEMS > DymistalIFIRBEIEFES 1% NEEF
BERRREMEE -

E 2 BIESEZEHLBYTE X RIEREERT - ADymista JABENEED > BEHER=2% BHERUEEEEENFIER
2. {#F) Dymista 17 2 FAABENZHEIHRRE > £ 6~ mREZHHRSMEREBHD » BER =2% HAERS
FEREBIENTRRE -

585mm

BR2R  BREEEIEE 1T
Dymista ZRIBIE
(N=152)" (N=152)
Ik B R ht 6(4 %) 0(0 %)
Rl 6(4 %) 4(3%)

*RRMEFERN = 152 » EEPAEIERN = 152
LR > SR AEEENGES [2REEREESIE (5.1) 1.

3 EALEDFEHNER (12(88) T2 :
E4HA 12 (@ BRI &4 EBRERKRAEET > 404 BEFEFHBIEE K (perennial allergic rhinitis)si M EEEN L
#K(vasomotor rhinitis)IEEMEE (240BRBMN64BK M) 185 Dymista J6% » 8K 2 X > BREMSILSE1T -
RS E A28 A E B D EETIAE 12 B RNRERYE « FEHBNERAR2MHERT > 404 BEFEELBEHEE
#(perennial allergic rhinitis)s} I &E &N 14 S % (vasomotor rhinitis)iIEE1ES Dymista J8E » 5K 2 X » SXERES
ILBIE 1 T 5 2072 B EHIES fluticasone propionate 2RIEEAE » SRR > BELILSKEIIE 2 T - BEM
= > DymistalAEEN T B RESEERS 47% » fluticasone propionate £ FAIEFELRIA 44 % - DymistaRE RINFER
RIE (22%) 2% B3 IZH - 82 - 8% - KREER - HEREPR - LIFRERE - [HX - &% - EENRENn - £
Dymistai&B4HP » 7 BERE (2%) BEREREM - 1 BBE (<1%) FEPEREBM - 7£ fluticasone propionate £
FEZAEED - 12EE (<1%) FREEEREN - SEEEREREREMNERS - EETTHENBERER - I
RERF2EBH 2R - ADymistala R 404 FEEPFE 11 B (3%) > {#F fluticasone propionate £FIE
FIAEN 207 BEEDPE6 B (3%) BFREMHMELAEE -
- ERESEHNE (3 EA) T2 MR
EAHASME BRIBARY « SEM YT RERRAERT - 264 REEBHUEEXNEE (60%B1H » 40%%M) (80% BHA~19%
A 4% TSIHAKD 2% HitiElE) > i#SDymistaldE > 8K 2 R SASHEEIEE 1T -
5 3 ERMNRKY « FEHHBREMRERT > 2647 6-1 HEBESMER (REWMREFNTE) NRESE (26 5%
E <9 %HA128 &~ 29 E <12 58136 B) ADymistalfE » 8K 2 /X » BXEMEEILEIE1T ;89 BESE (26 BE
<9 B4 &~ 29 BE<12 5H45 &) EZH fluticasone propionate 2AIEZAE » 8X 2 )X » 8XABEEILEE
1T - 4288T= > Dymistal8BENT R REREREA0% » fluticasone propionate £ FIIEFE4HRIA36 % ° DymistaR i
RNARRIE (22%) ZMEIMN - 55% - OMEERE - B0 « EISRE 120 ~ 33 - hEX - EIFRGERS - 28 - IR0 -
SNERERMZ - 7 DymistalgEHED > 23 BEEF (9%) BEREREM > 3 BEE (1%) BEPERBM - 7%
fluticasone propionate 2 FIIEFZIG AT - 8 BEE (9%) FREREN - RERERLEENSMIVES - TETT
R BERER > UABRISEERENETIREIL - ADymistalafEl) 264 BBEPHF 48 (2%) > EH
fluticasone propionate 2 FIEFE A ER) 89 BEETH 3 il (3%) ERREBMHMELLHER - &= DymistaldBHNIZE
FERMAIBEERS - EPh—flARERE[SHEEREIESIE (5.1) 1-
6.2 Fiik4E!

IAF% Dymista S{EHP—TER S (azelastine fluticasone) BB EMBERABREM - HISELESHEHAEEA/IE
B2 E MR - FULR T EER SEM AR A R B ARG HBMRBEUERRE -
DRSS O EERED ~ OBEIR ~ iR
BEEER © RAEH - AR - SHEX - RIBEIRTRIKRE - RESIER - FXKR - BRBAS - RARE - ZIRE
ERSEER : B - Bl
—ARE A ANAA B SBT3 : #E B (aches 1 pain) ~ FEERAIHEE - M - EEMBEKE « HY - TSHE
SEAGER - BOHERBZEREBHIERE(anaphylaxis) % iFiB 114 & fE(anaphylactoid reactions)

AP B B N4 M AR AT - IFIE RISBSHRABFNER (8.4) ]

REY P IREMREEELNEK  BE - FEENAPRKY - RBEE - HEFI

H

[FIREE ~ MRETIMIIRAR © STREEE « 20 - XS EH - IFIRES - BEEWIE - SEFL - S85E - 2EZE &
78 SIEEE - BEE - BESZEMRE - BENE - K5

B THESER - MEEKE - A5 - EERRERR - B9& - 2 - B2

MEHR - HMmE

7 BYMRE(ER

Dymista #FRETRERNNENRIEERME - EHENMNREERTERRTBAEBEARONREERMEHA

7.1 PR R ATHHIE

E}%%Eﬁgﬁg D(vm)ist]a ELERE S EA PR SR GIHIE - AR LIREREENTEHREARINEAZNER (28
CEMIREEIE (51) 1

7.2 CytochromeP450 3A4

Ritonavir (—f&s&%1 CYP3A4 HIFIEI) ZEEE1LIN{ER fluticasone propionatesk 4 2 FBIEFEAILEE Z M4 fluticasone
propionate&EE - BRMERERREEZEEE [(S2RRKREESE (12.3) ]-

7 R FFHAR B ERES - 155 fluticasone propionatefl] ritonavir RIBEFERKR FBENEY T EER  EX2 5
MEHEEREFE - BEEMKE(Cushing syndrome) 18 AR (adrenal suppression) 2B » FLtL » A EEEREEA
& BRI EENEERERREE R EEEEAERNRLR - MELER TEEASEN2 B R ERERERIER -
ZHIE(multiple)45F200 mg Ketoconazole(th B —FE38AICYPIA4HNFHIR) B iZRFE E R RS2 (strady —state)® » FEK
fluticasone propionate(& AR AR 1E45 F EERI1000mcg fluticasone propionate) i MiERE SN » WiEMMFRE
EEAUCHIIE(E - (B EREIERRREERBZE -

EDymistakl ketoconazoleFIELf EZIAI58 CYP3A4 HIHIRIHFRT - MEEEEMA -

8 KRR ERER

8.1 2im

[B FpiEE

Dymista_t 4B RN Z2IREREREER - REBIREEEDymistatBBIAYAE (miscarriage) ~ SR MRS (birth defects) 5§
Hih 5= AR 2 Ak ; MDymistaN & Z & RIS E L HE A4 -

SEATEITYREAE A fluticasone propionate S A/ AIMIERBIZERIE R - (BERRAREBIZERET - EARA 4 futicasone
propionatelli R B 78 = BES T AR 5 45 RAVE RIS o

BRIDymistaB ¥ AETERR RN AR5 - AMIRIE SR S DymistafZ BB H M5 : azelastine hydrochloridefll
fluticasone propionatel&1T Z %S - FEENATEMZE S - Bk F O BRazelastine hydrochloride #910154E HERRRI S - K
BEEREmazelastine hydrochloride & ¥ENYBASTIERIEE ; T2 EAZAHEAR (organogenesis) » AORRRETE RZEEE -
KE MG F1% Fazelastine hydrochloride 530fE R ESIABEARSEZEMALIE (maximum recommended human
daily intranasal dose, MRHDID) 0.548mgls - @E4ZEFHM - BIEGEIBR R (structural abnormalities) ~ FAfa - BARF
&R (embryo-fetal survival)BEFIRA AR BRES B B4 A - EFREYEISERZEAGHENEERES LY
ETMRFIRE AR 2 BB ATERR -

FEENYAETERRZS P - KB BRI A fluticasone propionate B MEEFEESE 2 BIE(Mmeg/m Bt EE%E - N EABESH
BeEERALBSERE)  SEMRREERNE > BIASHAER (teratogenicity) ° LUET (subcutaneously) H{EHEER
KE ~ BEE % Ffluticasone propionate BAEE B ES M 2 AIE(Mmcg/mMASTEEE . NEAESHERSEZERALZ
200 mogh¥) » FTEERFIPARISH, - AR EREER (corticosteroids) 2435 « PARBEEFISH / iBHRERE (GE2HHE
BR) - KB EEEREAERLE - BEEE(rodents) tE AEE A 5 23 5 E A E RS HIRE A4 /EF (teratogenic effects)
FE  BERMNEELRERBIIRE (G SEME (estimated background risk) IREL - B2 G ELKIER
G REFHMARBRZEREAR » MUER—MREFFRNR » ERALAITNEZERT - FELAREHETRENGTE
SRBIED B E2-4 %F15-20 % °

HIEEH

BEIE

azelastine hydrochloride : fEREEEAEAR — A5 BB HFZLH (embryo—fetal development study) - F<23E A2k BRI
(organogenesis) LA AR 5 0% F 3 E&azelastine hydrochloride|£68.6 mg/kg/day(MAmg/mEtE » 4961012 AMRHDID
B ER5) - FJEERRIBERA - PARRFET (embryo—fetal death) - %518 E & (cleft palate; short or absent tail; fused, absent or
branched ribs) ~ $EiEE1t(delayed ossification)f1ia R EEERECIEH. - BiERBESH(MSEESERICARE) - LORAH
44 FEE B82azelastine hydrochloride &3 mg/kg/dayi(Amg/nistE » #H25EHMMASHRSEERALS) > EER
SRS AR IR L AER -

HEIEZREMR - BREBMRD  FIERETREFTTRNRZBRMEERE - LAOMRS % F Fi8azelastine hydrochloride
BI£30 mg/kg/day (Amg/mEtEA - (9B ANERASHBRSEERABEMN5301E)  RHFESESH > E3ERBKRA
HIR4ERE B % (oligo—and brachydactylia) ~ #EiE Bk (delayed ossification) 1B B& &8 & (skeletal variations) ZIR5 - & AR
# Fazelastine hydrochlorideBl|£468.6mg/kg/day (Mmg/mEtEA » 41200 FNWAEESHRSEERALE) #F
SIS - FAFFET (embryo-fetal) ~ FASESEIRES - WHBEEEARES ; MORHRIRFT KEEIE3 mg/kg/day
(BAmg/mEt&E A - 4955FMABRAS HREEERALR)E - fTs B8 EAREIRN EMER -

EIRRRTFIAE - RREEHRT - EIRECAZFH1BRMZEA MM - LAORA 1% F FE8azelastine hydrochloride
EI&30 mg/kg/day (WAmg/mEt &A=, £91100& 2 B AMRHDID) » EiEpiE « BB - FISRREE » THEEEL
BESY - LORH G PR FEIE0.3 mg/kg/day(mg/mEtE - MI0ENAESHESEERARE) - RENEEE
SRBIR EAER -

HIEZREFIREPZIHFLEZETMRSR  FTEREREI7REBILIE 21X » 152 F FE8azelastine hydrochloride 30 mg/
kg/day - (LAmg/mEtE A, HEAESHRSEZRABEM5301E) - R EBTURELBENTE -
fluticasone propionate :

PR ETAERR - AR T TSR T 182 KB A& fluticasone propionatefIARBREXBFAZ A » fluticasone propionate
E e s BB (teratogenic) ©

ERESF - 15T LR TESAEIE100meg/kg/day (Mmg/mEtE - IA N NESHESEERARENSE) &> LIRS
BEEM . WEARRRGELERER LY (Omphalocele) ~ BERMEMNEHRER - SR FPHER TTHEIE30 mcg/kg/day(
Mmg/m&tE - OB BHAEESHRSEZWALIEE) - Ko BEEHR IR DlfER -

B PREEE N EHEIE45meg/kg/day (Mmg/mEtE » $9BAESHRSEZERABZEE) » oJEBRIIERRTLIRE
24 (Cleft palate) MAARBERERE - BT EIRFER (mice)Z TESIBIZ15 meg/kg/day (BAmg/mEt8 » HABANEEHER
BEERABEL0.41585) - BIfa e B8 AR LIR FER -

BB AR(rat REAEBIAR D - FSBR BRI - MEFERAREIE FIEZ AR Auticasone propionatef|&25.7 mcg/
kg/day (Mmg/mst & - HABESHRSEERABEQIEN  SERIBALERENEHREZURZESE - AAMm -
REWIFRA M (teratogenicity) Z 551 ©

BHTPEZABERIMARE5.5 meg/kg/day (Amg/mEt8E » 0. 25BN AESHRSEERAES)E - B8
ARG HIRA LR FE -

EIRZR T (rabbit) MIA B AR T - FSRRERMERR - MUE THEFTREI% Ffluticasone propionateB|&£0.57 meg/kg/day
(LAmg/mEt8 » K90.06fEMAEEHRESEERABNERBSHE)E > SERTESE > THRREIRGEE K -

Printed line with perforation

BHRTIERRTE MEHEIE4 meg/kg/day (Amg/mEtE » SIAESHERSEHERABZN0.4E)8F - BIREI—HFIaR
524 (cleft palate)BER HE B AR (Teratogenicity) ©
BHRTIERRTE TEHEIE0.08 mcg/kg/day (Mmg/mEtE » H0.01EMAEESHRSEZERABZ)E - BRRSNEE
ORI EIER -

L R TR T RE B (mice) K B (rats)fluticasone propionate » A K A BR#R1€4% ¥ % Ffluticasone propionate » ¥97]
#5228 fluticasone propionate® ZFlf4EE -

HERZEKRE(rat) BERIEBEEMRT » FEIRIEE - DIGEIHBSLEBB T RBFE17TREIERF22X) - 44T EE&fluticasone
propionateZ TEEIEIE50 meg/kg/day (MAmg/mEtE » K2 EABEBHRSEERARKIE) - fluticasone propionateilizk
HEENRRERD VRS - BB IERAIEIE(developmental landmarks) — 28 « i218 « RIEFEBRENIKRERSE -
8.2 IFZLHA

[R B2 iEE
B BiIi&2 B Bi~azelastine hydrochloridedifluticasone propionate @B & M ZIEFIE L T HEIHFLE S ~ s TR
MR E 2 BIEEN o EEHILIFXEADymistahVEARE - MEESRITETL 2 ¥ TA9HERIR % (signs of milk rejection) (52
RERAREBER) - Fluticasone propionate @ EIKEILITH FE2EEIEER) - HtREEERTSEAEGIT
A - 2R > KB RIRACAEEIE1% - Mmi%dfluticasone propionatefEERIE » EIb ARBE I fluticasone
propionatelR RS EIE (FF2AZMAEELE (12.3) ) - BRBILAHFRNEBTNRERE  HESREHRRALTE
{BFDymistalA XDymista¥f (i3, 22 AEMAVERI ] BEAFIRE - ERR—HERE -

RIREEA R
EATRRIE
FEESBI{ERADymistaaBEMNIBILIR % 2 B B R H I HIFRNIRS - RS st azelastine hydrochlorideits B B 3L A Ik
=1
HIEEN
HIBFLAE L 758110 mog/kgBEIZ#tritiated fluticasone propionatef® » BIFSAEFL I A igEI R o] B 2 A 8T 1%

(radioactivity) °
8.4 REFERER
EOENFEZENE BT 2 XM 57 2 B EFEHDymista2 HER AR R L BN EIE (EHREERART - B416(I6E1
RBSMEEKNEE - DADymistaiITIAE) RIS EEHR B {E Mazelastine hydrochloride £ FEFEEIFfluticasone propionate
EBREZHCETNERRLZEMX o [FE2EFRKRE (6.1) HERHARE (14) ] -

ELIUNEIRRA - BOMIFRBIESHENESE » 122 TDymistala & - 4ZE5mZEFADymista/aBNLZ R M ESR » £16

ZNRERERM > EEREREL -

Dymista¥145E I TR B BEN LR MAER » S RETHRER ©
HREARDRET  SAREHEEREEERAEREERRERE  SEPERTRIEEREEEET Mio-Ee-8
AREGSZEINHIAOIER MERREIR - AT IR—LLE BN TR E-EEE-B L ARE (hypothalamic—pituitary—adrenal axis, HPA
axis or HTPA axis)INEERIGELE - £ RIFEEREEETMARERE TGN EHERRZZFNENERES - ERHEHS K
SREREENEERERENRRTE  BEHRERANAZEBNTE  BAEE - BILEANREEERGER 6
HERERRE ELEE) WAEERDRZDETHR - BERENESSAREHER (B#EDymista) WREBENE
RIER (BlaRAESREE(stadiometry) SRIE255) - BELERABIJESEHNNERRESE - HERK EENNGR
MEEERERENRR / Wi » = E MU EERKE -

85 ZEAEM

DymistafOBRIRFLERT - WAL ELMN65mE AN ENEE - MEEMMRFEEENREEETARE - A ERINIERE
BAISKRBRZEBZENFRBECHANREER - —RME @ EZEEEEZFRENEE > BEENRESEEEMH
BT  AAZEREERSEEREAN - BOEIHEERE » MRHREEMIERSIES i EZYaE -

10iBE FAEE
Dymista : Dymistay &azelastine hydrochlorideFIfluticasone propionatemMf&ak 7y - FHIt - LA FridafE R EE 75 B o hY
BEEEREE - thiEADymista
Azelastine hydrochloride : £4¥2Hazelastine hydrochlorideiB 2R - Hi~—iE23gkIDymista& B 4923mgH
azelastine hydrochloride > B AMEFRLLEIFLT » BIESE A 24 fazelastine hydrochloridelBE(ERA » bR TIZMNEREZ 40 » R
KPIREREMERIR LREEN A RBM - ERARRRARY - E—H 2 0ARazelastine hydrochloride (516 mg) WREE
BREFARBHIEM - MRBEEYIBSER - EIREN—ASZ RGN (supportive measures)IIMEIE - BHII&2BDymista
HEESAE - ORMAERRAE (antihistamines) B PJAEE REEMBRENFARRIE - BN FEREDymistall 2 E rI S KA 75 ©
Fluticasone propionate : €4fluticasone propionatei@={F A Al s BM L BEIEZfE (hypercorticism) BIE/EBHAA[FEZ
REESMTEEIE (5.5) | TRESESHEDS - 24 Ffuticasone propionate B AKX » Ex2mg (10{ZEEHEI2)

C FHETR - BRIBERIFNNS N - EERESEI NS - FsI8 R OARuticasone propionateBl £33 16mghsHIIE
T RBAESUHSHER - ERETEZHESRORAEIEESOMg  EEFEIOKULFENOREESXREIONg » &
BEFEIARE > MEHULESENMZERY - ARRENEEREARELTE - FEXEARENTRERARBM - H
F5—H#E23 ghIDymista® B 498.5mg fluticasone propionate » FEEEHIEL T » RAFJREZ A MAERBE -

11 :R88

Dymista (azelastine hydrochloride®Ifluticasone propionate) £REHZR ERENHSEAERANARHEEEERRY
BE - CREIEEE ZEHER - SHAEAREI(H, receptor antagonist) 157 BEEE AR (corticosteroid)iBLETF MRS ©
Azelastine hydrochloridelttiE IR D 4 B B BIRERMTK - BAEN - EMND FE4418.37 » #IAKK » Bl (methanol)
FAZEE (propylene glycol) - #HARSZEE (ethanol) ~ ¥ EF (octanol) FIHTH (glycerin) ° BRAZEA225C » pHE
£5.2 - E{EEH 5 : (+)-1-(2H)-phthalazinone,4-[(4—-chlorophenyl) methyl]-2—(hexahydro—1-methyl-1H-azepin—
4-yl)—, monohydrochloride » 5 ¥ AC,,H,,CIN,OeHCI » EfLZB4EEaT -

nas

CH2
S
N
N — CHq-HCI

Fluticasone propionate Bf&/E MM D EEEBMF - 1BR%A273C » HFE4500.6 - ERBHARC,H, F.O0S - EETAR
YANSK > SARSZBRET (dimethyl sulfoxide) M _FREFREERL (dimethylformamide) - AR FREEFIO5 %I
Eg - Fluticasone propionate B—fEE MR EEERE - (LB % : S-(fluoromethyl)-6a,9-difluoro-113-17-
dihydroxy—16a-methyl-3-oxoandrosta—1,4—diene—17B—carbothioate, 17-propionate » E{bE &R T :

Dymista@FIE5E7] (&azelastine hydrochloridefIFluticasone propionate) - §—IEE8BKEERTS

137 mcg/50 mcgtIE TR - HEEF50.1 % azelastine hydrochloride#10.037 %B91## 15 (micronized)#Fluticasone

propionate %K - M2 B ERKIEZRA Eglycerol ~ microcrystalline cellulose ~ carmellose

sodium ~ phenylethyl alcohol (2.5 mg/g) - disodium edetate * benzalkonium chloride (0.1 mg/g) -~ polysorbate

80 Hpurified water - DymistafpH{E#XA6.0 -

DymistafE22BERAINZEIBAE2RRENAE (22) | SESEZFYEL FHEE0.13TMLNE TR - HEF
=

137 mcgiJazelastine hydrochloride (BEH5125 mcghazelastine EHl) F150 mcghIFluticasone propionate © 52
REERERRINZEIE% - §23 gBMIDymistarf] 1B 12008 E =187 °

12FRPREEIRE

12.1 fEFHEHI

Dymista : Dymista&Hazelastine hydrochlorideflIfluticasone propionate MM S » Bt » LA T B 7E )
Z B MEA R Dymista - SLEBE AR RMBARENEYIER - BMERH 28 (histamine H,—receptor
antagonist) & ALz B4EE B2 (synthetic corticosteroid)  ©

Azelastine hydrochloride

Azelastine hydrochloride2—&phthalazinonefiT44) » TED BE L AVARSE - ENYIENXFIABS R ZRIR L 4B BIARH 883
EI5EM - Dymista 2 FIEFEE|Fazelastine hydrochloride2 IAINEIBR I TIRT » FEREIMATEH - BLIEGREY
ZENEREG T RER - FERBENERERIZNR (desmethylazelastine) th BB H,Z B85 HIEI 2 /&M -
Fluticasone propionate

Fluticasone propionate@—i&& A ftrifluorinated corticosteroid &G 125 K A& M © #Ecloned human
glucocorticoid 5 8& Z RIREIIME 2 R B EE R 0 BIFEEE1.25 and 0.17 nM BIZE TS0 %MK E(BSEEBEERRE
3E) o (EIELAIE S - fluticasone propionateX /] tbdexamethasone® 3Z5 & - R B AfEMcKenziell B4R I E
HEB T ISEHBNEREERREN - S EIRBERNERMSAEE -

Fluticasone propionate g2& @814 £ AEARAIGFAMIE SR ER - BRIRER BEE/RCorticosteroids¥ijs2 £
BERRENZIEIETMAE (FIANEAMEE - FEEEMENARRR - PN ARRR - ERMEAMEMEE) KNE (6

70 : histamine, eicosanoids, leukotrienes & cytokines) BBREZAIER -

12.2 B FEEN 2

O E

E—IELTEEE R (KROSFIBEMEREE) d - RIBOEE LRIEENVQTEE (QTc) - REEEETR
azelastine hydrochloride (B&FL218 - —KZT)R » #£56K) HOBEBBLHNEE - ZHE0MRA Fazelastine 4mg
H8mg » —KMIX - QTCHIFHIE(LED B AT 2ZMWHI3.6 2 -

AT EERME - sHMEEF4F [0 BRazelastine hydrochloride&ierythromycingiketoconazole¥ U\ B iR L AR
& - RIBEEOEENDIT - BLEEYEHQTCRETE -

8iE5

137/50E EEHIRFEE

Dymista Nasal Spray

137 micrograms/ 50 micrograms per actuation Nasal Spray, Suspension

REEBMEATE S ER
FEREEE T 5502768157
RERERBE
SERA - FAEIFZIRE -

FIIREADYMISTAR SR BEGIR 2 Al - BREIEMRRE © FIREEAMNEN - IWRERBE I AEN B R RREEE
ABSRENFEEREERE - [EADYMISTAZHE] » FRECHNERASESAEERNERSE -

BRERRMEEEERT -

A
IZRIDYMISTAIBEIR (REA)
II =
DYMISTAIE IR {EREA o phEEE
EBE—READYMISTAZE » FEEIEEHRF » WETIRZEE - uiﬁu’mm
TERIR B EEREE
WEMER - AR EFEADYMISTA (ZRIEBIELEF2) -

A RO -
EEETIE A - SRS -

HER 1.

AT ISR R AR A2 ES - (REB) B
\

SR 2.

TRFIEREEARAEBNED  BIEREETES » SIETEIISIT - c

FRiIE M0 _HIRBRRRAR - TSR

o EHERMER BIEREBAIL - RMEXIAZIORRE - BENE
SRIZEMEIESE - (REC)

o RBIREMIIRGE - BURREINEERRMER - RIBELHREE -

o MRBIRERL - BRERAESER - BsEEMSEIRE °

s EEAEFDYMISTABA14RNERIISE - BIF 2SR F -
RIRZEIRUR - IRFIBERIRZ AL - EEAIEE - HHRREEN
Kify e 2ETHIFRRN °

o —EERIFEMIIETE > MHIDYMISTAIEBIRERTERT -

{EFEAIDYMISTA : 4IE(EH : A FEIRBIE(ER
DYMISTA -

WEE 3.

M — T 8% F2ILEIE . (RED)

W 4.

BN T - ARFIEEHE VMBS - AFsECEIE - (RIFHEFEIL »

EJ%D:W?':—’}@EUE’;’Q&WEP?E%—1,%?L,%’\]O.GELQ’A%‘ (VaRIV6EENg) ©
E

HBE 5.

BRIEHR - FREHSIERRREUR - RISBREERNZSE BB
FLERIRAIESE - (REF)

P7EREESHR MBS 2HINE) -

o HE(EBIEEIHE -

°  ZDiSERAMEIRIN > BEGIEYDE AZIE -

o WNRFNENIREE - BOEFIREREIE SR - BRESHN -

R 6.

DYMISTAERIR R4 - BRI M M HigIEEIRGF - iShESEE
EEFHERIRRE - (REG)

SHEDYMISTAER RS B20%EY) - el IEEE120)K - 5—RZEE
% - DYMISTAKR/EIEB 120 R EMAEBER - A ZA A s AESE
TEREEE - EHHBUBREFADYMISTAMRFTIERRE - BIEEATEZY) -
MEAFEHES -

FAEAEERS T ERERRTHZERIRE -

TERIERIZR SRR ¢
EEIDYMISTAEZEDBERHR IR < BRE *
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ENNBREES » ARSIERIRE B 0 HECEcHE) - {RFRE - (REH)
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RERKRAHRERIREBMGES - (RE)

WhE 9.
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8 10.
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JERIKHR o

REAFRBEE S EMRIYRIBABEIREE - CEHIREERR - S8
BRRERREE - EREAESIEENEYES -
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5E: S5A

DYMISTAREE?

e DYMISTAR RIS AEOm L 7 E KA A BB X ARMEMRNESE -

* DYMISTAEBIFSEARGEE « MEK ~ BENITIBESSIER -

BREIEFRADYMISTAE4F U TRERT LRI BN

EEADYMISTAZHI » WEZSHBENEBABMLES?

E(EADYMISTAZ A » SFEABNEBEASR » BEF :

s RIGUEFEE HBERFMIABEINEGEE -

o BIRFBIAEHEE > fIW - BAESEIR (BRERIEM) -

o BEBZRITOREHENER - @E © HERPEFEDS RERIREIRS -

o DIEMBEKEIMBHIA o

o KEREFAREE A B EM IR o

o BHMEOISERER

o [ BEPOEEIED -

. g%?%i%;%ﬂﬁ?iﬂ o BRIFEAFEDYMISTARE BB ART, - BHBHNEBEA B MEADYMISTARREEE
VERIFFHIE ©

ISBRFANFI BB SMENEEAS » BIRESEMMRE  #HthaTERETR

DYMISTARTRERFIEMEMIEE 0E - EERIER -

$SRIEMENEEAR - BETRA :

e ritonavir (Norvir) - cobicistat@ Sritonavir « cobicistatfy%EY) (@E BiSABRABRERZ HmERZRIAIDS)

e ketoconazole ~ fluconazoleditraconazole (FAFSEERZ) -

MR AETE - BRIENEEA ST MR IBENAEE -

HEEZHEHEE - RE—HEEVMNEE - BES R - ASEY)S8ATENERASNEMNBE -

HKEZAA{ERDYMISTA?

o BREMERDYMISTANTE » sERIFEL M ENR SARRAERREA -

o AEHENANEFERBDYMISTA °

. EDYM;;}\A?%;%EB%% o PIIERIIRFESEE - BEDYMISTAIBEIRRES - S5 AEF/CHARIE1091E - AREBIAMW

JEEE AR -

o WERGEBEABSHTNAAERADYMISTA « HHEEAB S HIEERDYMISTARNE K ABHER -

o ENEARNOEFBEDYMISTA » SR ERBZHIDYMISTA » BENERMNEBEBEA SN ITZBTRANEREDE -

{EFDYMISTARSEZ B RITE?

o DYMISTARIS|EIERES Rt - EEIEIRBDYMISTARN B R ER5 - TI7FE « BIFEMSETTARRRFEEN

I -

o (EFADYMISTARS » :57)80ESLAR AT o) AEfEEREI & EMERRIEEY) - EEIENEERERIERIIEE -

DYMISTAT8EE MRLEEI/ER? DYMISTATRE R EA RS HIEIER » 81F ¢

o [EEESIAS -

o BIERE - SERIENERATRESE ¢
o ETEm

pnd=tiil

ek

BT BEMLEERE
o BERNFEMBFIL (BPRFIL) - [FREGEHIEE S 2P RBIIBAER -

o BOMEHEE - WRTBENEE BBESFMIETFEZE > EEFEOREZE - EREZERDYMISTA -

o [ZI - MRMEEZIGSUMERENE - S0E (RUEE) REFNBHEAERRKE -REEFHEEFTAZAFIAE
BIZh - SBEAIEMEBEASR -

o FREERIRE - BIA0 : B8R - SR ARE - LA RTAEEIREBRAE - BIEFHRANBARE - FADYMISTA
B BEEARSZIRANSE -

o RBAGRIEREEIEINEZRIRAELS - DYMISTARIREE R EB R I8 AR EIRA S BELAB G BRI E - i
DERIRR A RLRS - {EFRDYMISTARS - MR iZBEE NEAMBEELREIA - RRANERTIEEIE

. R
- KRB
« EB

o REREE
. %Lﬁiibﬁ%% - B FIREARAEZRB IRFEELE RHEEREARNER - B LIRIAEERZNERPTEEEIE
. EH
o [0
o (&Nt
o {EmJE
o REAERLE - RE(FADYMISTAR - EEIBERENMENDR
EIEEEARENRIERER » BIUAESENBEASSIENHE -
Dymista2 PSR E RAVEIER 815 -
o O EERFAFHIRE
e
B
B - TIREEAERE - BETIEE -
HERIE
HIEHTALEREBIFEFENREIER S NENERAS - SlIEEEDYMISTANERIER - INESESZE
o BRIENEEA SR - BRRERNEERER » B ST EANS A -
K EZ A ZEDYMISTA?
o HSDYMISTAEIFTFISENIER30°C (86 FIUT) IiE -
o NHEDYMISTAR RS ST °
o BHEDYMISTAZ LIRSS -
o BN ABEENEYUREHRNES -
o BERZEEERIEERI200RMDYMISTAMEFES - EMER T AENIFTRE T - BURESBER - thalsEEAE
B S IFRERIZEY) -
AEDYMISTAFIFR B EMEIREFRZIZE -

AR REKEADYMISTAR—AREM

BB E AR EBEAEMIBENZINMIEN - 7i3DYMISTARIS AR A LRI ENER - BMERIALGEE
FIRGEAR - (BEEDAIDYMISTALE FAthA © IERIEEZEMBEE -

%{ﬁgﬁfﬁééﬂﬁﬁ%ﬁﬁﬁiDYMISTAE’J%%E%ER o B TREZEN » 55EwWww.DYMISTA.com » Ty Hi4& AV ER BT
SYEEA -

DYMISTARIRE 73 Bt FEE?

EMER D Azelastine hydrochloride 1 Fluticasone propionate °

JEFEMER S ¢+ Disodium edetate, Glycerol, Microcrystalline cellulose, Carmellose sodium, Polysorbate 80,
Benzalkonium chloride, Phenylethyl alcohol, Purified water °

12.3 EYENHE

FEIMIELENABEDymista2 AIEFEAIR ( 548 ug azelastine hydrochloride #1 200 ug fluticasone
propionate) - Bl{SazelastinefIm= MBFIERE (C ) FO9E (= 1EEE) % 194.5+74.4 pg/mL -
fluticasone propionateBl)% 10.3+3.9 pg/mL - fazelastinef9 P94 RESE (AUC) A 4217+2618 pg/mL*hr » K&
fluticasone BI% 97.7+43.1 pg/mL*hr o EBEI4ALE1 - azelastinelERI RS MEDREABSEHUZ (T ) 5B 051
BF - fluticasoneZ1.0/\F °

MDymista 2 FIEFE A Fazelastine hydrochloridef9 2 B 14 £ n] Fi %R 51 B8 1§35 i azelastine hydrochloride £ IEH]
(Astelin®)fB & (KX#940%) » MDymista 2 FRIBFEAIR Ffluticasone 2 & 5 A B2 R] AR EX BB I5I% Bifluticasone
propionate 218 544-61%(fluticasone & 75 2 BT 2 FBEPTFZ/ 152 %) - AFSSFEENE R BERE
Atk fluticasone propionate z Z£47)&) /) 2 2 H2iF B EHAN IS BLRECES - ORA FIETHIEES Z fluticasone
propionateAIFAFREET - A] RS A AR BS o] RN M 4R PSS IREN - AEBD BRI R HIEEEBIPTIER -

poii)

RIFFIRES K O ARIRIE - azelastine hydrochloride ZEiB E A FHIDMHBETEA14.5 L/kg » [ ABSMAFHNITAIRE SN
HER4EREET > azelastine hydrochloride & E A #iHIdesmethylazelastine » B EE T AEB R B 588 %BI97 % °
BIREEI4A B4 fluticasone propionateRU¥NIAENREHR (initial disposition phase) 1&IRER > HE4FIE B E S5 A M E4E
SR - PO MEEARL2 L/kg -

Fluticasone propionatefJ AREIMFE A ES R F19591 % B B E BFREIERIE - Fluticasone propionaten] B34 [
IKEAMIS B RIENEES - B T7EAT MEREL M ERTERFEARAE - Fluticasone propionatefl \fRZ B REEER
(transcortin) R BREEES -

Azelastine hydrochlorideE F fTiEicytochrome PAS0E LA A E EE IR 1) desmethylazelastine » BRIEE HE
Fazelastine B LIE RS EMRAR @ EPA50 isoforms ° AzelastineBI48 5 R #£9240.50 L/kg/hr

ME—7E A BE R RIZIR/EIB R 511 - Afluticasone propionateh 1732 £ (178 carboxylic acid)$744) » HE24EH
CYPBAAREEAHIMZR - TEREINEER - BEIEE MR BT nT A LB S0 AR B e B2 B8 R 2 B8RV A DR BB
(#91/2000) - i BT PR D RESHVEIREM - B8N A BSFT R BRI A ZIRE M (LY » MRTEARS
A{ERIE - fluticasone propionatefI 948 B bR A EI 8 (K4966 L/hr) -

F#HEEREEDymista » azelastine hydrochloride Z HEBRFZE AL A25/\8F - O BRI IEM EIZTE Mazelastine
hydrochloridet% » #975 % HEEHEM B H <10 % #3REZEY) -

EFARF S fluticasone propionatefs - BEZEIEHENIZ (polyexponential kinetics) R% - RIHHIRF RHAA A
7.8/N\EF o U MR B S LML A FRIBHEFRAOLE GBI D55 % - EERI AR B S LA A BB HERR -

Eoiir3::d

Dymistall S ES AMEEHEITIIR - BRRBARMRZ BB HEER

FFINEEARZ : FIINEEAR 2 U A S Z O ARG B4 azelastine hydrochloridef9ZE4) &) HE2 28 -

BINEEARZ : 1R¥Fazelastine hydrochloridez O AREAEI 25158 - BINEEARERIEE (creatinine clearance <50 mL/
min)fYC, ., EAUCEEESZ S ES70-75% » M2EC,,, MRS A -

Fi - ORR% Fazelastine hydrochloridef2fVEEMEN N ZD 8 AEZRFEHNTE -

%8l : OBR% Fazelastine hydrochloride#Z fUEENEN HE2H - AR EIMRINSE -

TEE « mARHEBERNTE -

BREER -

Dymista ERETBEXNNEN LR EIEBIAR - BHEYMHOREERRAPT A& IE S MO EERMEA -
Erythromycin : OR& 4 Fazelastine(4 mg » —K ZR)Ederythromycin(500 mg » —K=)R - BETK) » SRR
azelastineZC,., 45.36 + 2.6 ng/mL RAUCE49.7 + 24 ngeh/mL ;% Fazelastinetd » HC,., & 557 + 2.7
ng/mL > AUC BI% 48.4 + 24 ngeh/mL -

F—EAZHENEYRZEERRER - HREHA T DR Afuticasone propionate(500 meg » —K /i /R)Ed
erythromycin (333 mg » —X=)X) - fluticasone propionate Z&#)Eh 1 £ K ZH§/LL -

Cimetidine and Ranitidine : TE—{EAEREZAE > W72 ZBIE BERERENEM R EERRER > cimetidine
(400mg » —RR)&1& 1M ARazelastine hydrochloride(4 mg » —RZR)MITFGREKLI65 % - RS HER
azelastine hydrochloride(4Z% » —& &) Kranitidine hydrochloride (150 mg » —XK)X) » &% #Yazelastine
hydrochloride C,,%48.89 + 3.28 ng/mL - AUC BI|Z& 88.22 + 40.43 ngeh/mL - MME5&45 Fazelastine
hydrochloride#89C,,.,, X AUCEI Bl %7.83 + 4.06 ng/mLEZ80.09 + 43.55 ngeh/mL °

Theophylline : [1AR&f{$ B azelastine hydrochloride (4 Z3 » —X /&) K theophylline(300 mgs400mg » —Xm

Ritonavir : 1RIETE18ZRBZAENT 2 ZHIER N 2 B R EEARER - BRERAERES HHEMAuticasone
propionatefiritonavir(CYP 3A4 s&XilIFIAI) - EB4E7 K4 Ffluticasone propionatesK 2 FBIEFEREI(200 meg » —K
—/R))Eritonavir (100 mg » —K)R) » EAZHZHE D - E1FFMfluticasone propionateskK 1t 2 FAEFEHIRT - 1%
SBIRZ [ 4% Frfluticasone propionatefJiEE (<10 pg / mL) ;EEIZRER - &5MAEE (C.. FH511.9 pg
/ mL (&E10.8F14.1 pg / mL) BAUC,., Ft5%58.43 pgehr / mL (#5[E :4.2ZF18.8 pgehr / mL) -~ A
ritonavirifluticasone propionatesK 4 £ FRIEFEE & fluticasone propionate #IC,, MAUC, ., 2 BIEINZE

318 pg / mL (EBE1102648 pg / mL) #13,102.6 pgehr / mL (&E :1,207.125,662.0 pgehr / mL) - M5¥
fluticasone propionateZ & EMFEZ LN - BE M cortisoliAUCTEEHIFZE (86 %) -

Efluticasone propionatef ELihsa 20 CYPIA4INEI B & H{E RS - EEE -

HEEMIZEEREEBT - A% T OIERAfluticasone propionate (1,000 mcg) Fketoconazole (200 mg&H—
®) BEEfuticasone propionateE TR E ISR M #Fcortisol AUCHIREE - (B Rk FRcortisoldIHEE B B & -
[2RE7.2 &)

13FEERRSIEE

13.1 BUEtE - RE¥ - REBEENZIE

Dymista : &R EDymistaiTEUEM ~ BEBUHFEFTEENZBNAR ; 7AW » A FATH - EFIREIDymistafy & Bl
TR 2azelastine hydrochlorideffluticasone propionate BITEEIHZS ©

Azelastine hydrochloride : EFSMEHACrl : CD (SD) BRIEAEFNMRIFEEZEMEMITH - sHiAzelastine
hydrochloridef9EUE FTAEME - EAE S » R TPEIEE30mg/kg/day (Mmg/mEtE - 9 BI49A530F12401Z 89 A ZER
ARENESHESEERABEZ) - WRERIIZEMNER - EREPIRFEREIEE25mg/kg (Mmg/mEt
8 2Rl &220fM100EMABRANRENS RS EZRRARE) TARERIFUZMHAVEDE -
MAEMERZEZESHTAER (Ames test) ~ FREMZEEIZEE (deoxyribonucleic acid » DNA) {£18:8& (DNA repair
test)  FEEMEEEMREERER (mouse lymphoma forward mutation assay) - BEEMIZEER (mouse
micronucleus test) ZyF@EERGEELER (chromosomal aberration test) 1 » azelastine hydrochloridetgAk HIRE A
FMIEA -

O BRAzelastine hydrochloridei®i£30 mg/kg (Mmg/mEtE » OB ABERASHRSEERABEM5301E) i &
AN R R A E S A B DRI TE NI B E o E O RAzelastine hydrochlorideE£#68.6 mg/kg (Mmg/
mMEtE - WAANESHRSEZERABEN12001F) - HHEAEE KR ZISEHNFERRSLTER - REEBMITR
K& - E8e (corpora lutea) FMERWEERD ; A - FIRAIIERIZEILM

Fluticasone propionate : 7EREERE#E 781 ARIR FFluticasone propionate BlE /&= E1,000 meg/kg (Mmeg/m'zt
B 2RNABANERATNRESHRSESZRABZM25MI0MF) ~ EARFEI04BUIRA S 1% FFluticasone
propionate El2i#57 mcg/kg (Mmcg/m3t8 » DRIALKNSHIENABRANZESHRSEZRAEE)

i » Fluticasone propionatetgsk 2 IREUE < AIBENE °

Fluticasone propionate TEBESNEIZ (prokaryotic) SiE# (eukaryotic) MM AZ5|EEREE - FEIMEEZA
FEEEME AR (cultured human peripheral lymphocytes)ai#& & #li% 58 (mouse micronucleus test)d - 19RERE
ZlFluticasone propionate %5 BAREE & BEkA 34 A (clastogenic effect) ©

MR AR T IS B8 SE50 meg / kg (Wmeg/niitE » BL2EMAEMASHESEERALE)
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Dymista2BZEREM AR BV EFHEBHELXBENERINRZ M - SHIIEREE > 2H0 > 85 &1
BRI ¥3 BB G PR BR P U853 B BB KA -

HERIREEA12E785% (64 %M - 36% B ; 80% M - 16%BA > 2%A » 1%EM) -

BB BEE D REII A EAER 2 — © D hAEADymista 2188 ; azelastine hydrochloride 215! ; fluticasone
propionate 28I R RRIE - BEAEEF I8 —RMR °

Azelastine hydrochlorideffluticasone propionatefd LB Z24){E R Dy mista LIS FZEI BRI B MNEEE - WHAKRE
Ti5 EHE -

F B 2 4B BAEARET S reflective total nasal symptom score (rTNSS)  ~ BIRS 42 &JE#RET 4y instantaneous total
nasal symptom score (iTNSS) - MAKREAMSZIFIHERBENE 2R FH B -
TNSSEHEANE4BERNSIENR (REK - B  ITBIENMEE) HDMKBRERENTA0E3D (0=F 1=
BE . 2=E > 3=RKE) ARIESEMNE BEFRSKERCHERRERE - REEN2ZNEFORE (BR - £F
ML TF) o HETEBEWEE  SHNAM + PM rTNSS (RE5524) - fHMEM AR ASRKEERIANEL
2 UR2EAESHER 2N THE - TEEMIEZEEHAM + PM rTNSSTE2iE 4 AR B BRI 198
1tE - BEBIBB2ANEG TR - TNSSRHEHRT T—/REIE 2 RiBIrS2HE -

TEE L ER T » Dymista 218575 Blazelastine hydrochlorideffluticasone propionatelA &k ZRIBIMALL - E#istE E
FERERELHErTNSS - B—RENRRUE 2 MNEEERIR LFEE - Hh—IEARNOAREEROTHAR (R3) -

RIBEFEEESMERROBARI2E (8) U EREE2EEERR A RBERERTY BERBENTHE(E

B BER BDymista2IEE| 2 =&t
e

A N LS LS LS 95% ClI P&
(BR2R SELILE—R) Fi5(E Fi5E Fi5(E
DYMISTA 207 18.3 -5.6 — — —
Azelastine HCI2FIEE|" | 208 18.3 -4.3 1.4 (-2.2, -0.5) 0.002
Fluticasone propionate 207 18.2 -4.7 -1.0 (-1.8, -0.5) 0.022
SFEE
ZRIE 209 18.6 -2.9 -2.7 (-3.5, -1.9) <0.001
‘SHEFNTFRBEEEFR(TNSS)FEDESE (BRED=24) » RAKGEIHEN T -
PRETIBRE -
LS8 95 % CIFIPER FEAMBRRNERNETHREHE TG DTS

1B iR - B RIMAALE > Dymista @ IEFEMAEI TNSSHth R IR H4TE+ 22 REE B B AR » Blazelastine
hydrochlorideF{Ifluticasone propionatetb#ZEMEEEth 2201t - Hh—IER BN REERO TR (R4) -

R4, BEZHEERMERNMAR2E (8) MERER2EGRBABNERESERTS B BRI TI9ELE

EREER BHERERE HMEREz =R
il

A N LS LS LS 95% ClI P{E
(BRMR BESILIER) F5E FHYE FHE

DYMISTA 207 17.2 -5.6 - — -
Azelastine HCIZIEEI 208 16.8 -4.3 -1.4 (-2.2, -0.5) 0.002
Fluticasone propionate 2I&E|" | 207 16.8 -4.7 -1.0 (-1.8, -0.2) 0.022
ZRIA 209 17.3 -2.9 -2.7 (-3.5, -1.9) <0.001

;?EEIJ:J%EE:F?&H%'I%;%EHKE?@‘(HNSS)E%:‘.%%D (S5 =24) RI4AR AR TIHH -
LS¥19{E 95 % CIHIPERERMBRENERETHEREASEAE DTG
:ﬁiﬁ:ﬁ;ﬂ??ﬂﬂﬂ?&ﬁ;%‘{IEHKEEFﬁ(iTNSS)ﬁﬁ,‘&fﬂ (S5 =24) RI4AR AR TIEH -
LSF19{E 95 % CIHIPERERMBRENERETHEBEASEAE DTG

FIAIERIGRE - EHRRIEITNSSITY B AR TIEE(LEF - Dymistafefist HEFS R BRI EHISNE—@
KR - e = @Rt - SERREEHEMIRFRIERE - R4 FDymista2 12300 MBI REIFIAEENF
e

B8R RIX LHEE - 1B iBRhinoconjunctivitisE/EEERE (RALQ) sHMEFEHITESIE SN BEREERLEE
HENIHYE (Ba7EEEH8MEIREE (B8 - ER - F8/IRER - BIZRE - BREER - REERIES)
A7 H3%E - HAO =f&IB15 - 6 =R AIEE) - @ERQLQIBEUMBHREIEENTFETEEE - MHERE
ED0.57MECRRBERA L BERENNE - AELEEETIS—(E - Dymista#l B EREAANEERALQHN D219
FEE AR > #BENE-0.55 (95%Cl -0.72 - -0.39) ZJ-0.80 (95%CI -1.05> - 0.55) - TEiSLEiibs

# > Dymistafl B —FE Z BRAERER/ 0SB/ NERER -

CREENFENRERE

Dymistaf9 B BB LZ M - BE—TREE « 250 - 85 - KRBIHREERRETE - M AS04865EE115%
BEZHIEBHEEXNRE - BFEDINBLEAIBEESME - HBIIEZDymistaBRIERERW S FL &R LB
HESIEHAR) o LeAtBRAOERAT LR A BRAVERATAROL

FERBUEER - FEHAM + PM rTNSSTEIEA AR B BRI TI9E 8 - DymisteEi R HBITESET LIRBREE
ER > BAERENER LESSES (X5 -

&5 mENRREE2EGRBRN RS SERTS B ERANTIOEEE

B EEHR LSF5MH LSF5{E P&
BERE s # (95% Cl)

DYMISTA 18.4 -3.7 -0.8 0.099

N=152 (-1.8,0.2)

ZRIA 18.0 -2.9

N=152

Cl={5EEMH]

LS8 95 % CIFIPER FEAMBRRNERNETHREHEXBEUNE DTS

TESURE DT per protocol(PPE$ER)H » REREIDymista 215575 48 B RIBI4BL S9N & 2 5l 5-3.9981-2.78
» DymistamENERE R (£fE=-1.21,P =0.022) -

161t/ REMEEAR

17mLiEZE:

Dymista2FIEE - MAFEEHREENRACKBIREMY - BHARESC2—(E2AEAER - MRIEHGEBER
HENZERZERHES - BERFRIFERER23 R - ERZNFEEEIEE1208[2 RESNERRE (2.2) ]
o EBEARNNTBEZZZ2REIENERRE (2.2) 1> B—RAJEE0.137 mLAVSSHHFE - 25137 meg K
azelastine hydrochloride®150mcg #ifluticasone propionate (137mcg / 50mcg) ° FEBRFZEEFERRIAZIERT AR
E%QOEZ% MR A IEREREN - thEERARESRIBENEREYE > FIUNEET120R21% - [EFUE

o
AmLiEZE:

Dymista2 FIEE| - MAFEBEAREENRACKIBNRM - BAREECE—ELSAEAER - MRIEBRBER
HENERERHES - BERFRFHERERC4NR  EREBNGEIEHAEE20E[2 RESNERRE (2.2) ]

o EBFEARNNEEZZZREENEMRR (2.2) 1> B—XRAJEE0.137 mLAYSSHFE - 25137 meg K
azelastine hydrochloride®150mcg #9fluticasone propionate (137mcg / 50mcg) ° FE R ZEEFEBRIAIZEIERT AR
{BR28IE 214 - BMFIEF I IEFRERETN - hEERRES BRI EREYE  MAEBET28R21% > [EFUEE -
EDymistaE BB EEE FAMERNBREE (EXP) > BIREFERA -

7z
B EHESEUMHFRER0CUT (86°FHT) [2RUSPEIR] - BILHT - RGO REAI -
1775 B A E M

ISHEIE

EHRBEERART - LEADymistaIEEWREFEEIIRS (12692 FBEPE8E) - BEREEFEADymista i A&
HBEESERINEINRANCIROIIE - FA0 - BEIIRIEEN - [2REEMEEFIE (6.1) 1-

BB & A EAE AN EL fth PR 8 45 Z R4 U A

2% B E B R ERHERDymist
BE - [BREZEMIEEE (5.1) ]
ERFRERRUE

REFEESIER RSN  SEEE  ETRKIE AESHRERRNEBORBAETREMN - ROEBBEWERS - B

X

SRFHNESERAGHEE  ERE ZBFEEMADymista < [2R
SR E AE

EEMIZFIR (6.2) ]

SAMEA 2N O FRIRAT R B AR EIRR S IR A AR A PREAR - B BB EEMDymistally » HEIVRNEELLE - &

WA/ MV RAR - [2REZFNIEFIE (6.3) ]
ST

ELERNERRERRINGIRNES - BRRBIOKEAMBER - MARE - BUAGHEE - SNBETESLRE

BNERRE  BE - ME  mRENTFERRASNRBEMRSIER - [2REEFNIEFE (64) ]
K RNRE

EREREERNNRRER - JREERERRERNE - ERERIERDymiste NRREBENERIBI - (2 RIEMNISHIER

(8.4) 1
EBEARINZEE

EEBEEBXERRRE®I4R (8) KEMDymistaly - ESREAMEHERRINZEER - HISREIET - [2RA

EBRNEREE (22) ]
IEEIRREE
1B EE B RFIDymistalBZIAREE -
WEIERERZ ISR
1R B EBDymistall B REAZ IR IE « B/ ZA/NOEADymista » 5B BISKREE BN ESYE IO
FBTEREEY B ER
£ B EDymistaFlritonavir REEHA » BAHEADymistaflketoconazole » BIFEEE - [RREMBEIER (7.2) ]
Bk 7 : 202305V2(L)/CCDS20190307
2U3EME © Cipla Limited
HiE : Plot No. 9 & 10, Phase I, Indore Special Economic Zone, Pithampur,
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