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3. 12U EORBRFEICBTHFHET LA —HERO T (1.3)

4. 18U EOBRFIZB T D REORE (1.4)

BENEERICORZEETDH L,

- T UAFX—HEEROBIEROERE (2.1)
RN ORAAEEE (12 E) 1B 1ESRENIC 2 EE
INEEE Q~115%) 1 H 1 EIFEEENIC 1 EE
ZEIMET LLX - RRICBEET 5 8 oRE (2.2)
AR OREAEBRE (12 E) 1B 1 A4S SPENIC 2 EE
INREFE Q~115%) 1 H 1 ESRERNIC I EE
FHiET LA —HREXO T (2.3)
AR OREERE (12501 1B 1 RIESBENIC2EE
SEOIRHE (2.4)
ANERFE (I8LLE) 1 B 2EFEENIC 2EE, BHEICEI->TE, 1A 1H%
BIENIC2EBEB > THLENRRBD LN,

————————————————————————— P B O = = S
JRE C 4 100 pl SEKICEAX Y T T VIR R AT L KFIY 50 pg (3)
_____________________________ AR e
AEONT ORI BEOER 2 T D EBE (4)
---------------- BEROER EOEE -

B, EBER, ho P&« TAED v ARG, BPREEL, AEREREE
KO EIER ORMBEIZ O TEHICHRET 22 &, KiE. BOEE. RO FiH,
b TaNEERBRLEEFEIT. EHExETLZ L (5.1) .

FENBE R AN DR B - AN e Lz B3, W ONCHRIE L, NI A N
BEDOWREN D 2 BE THEMBRE=FY I BNETHD (5.2) .

BEfF OFE O EAL O W REME « BEE M, M@, v A VA IXFAEEREES 5
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VIR DB~ LR R, AE R NI LiE, a2 Z T WEAE T, L EE
R ETZED, HTICELZ LI HVES (5.4)
WEHENMBEABEAZBEZIL2BE. HOIWVITERENERE LT WEA . RIS RE
RETUIEIE K& ORI B G OJER BRI T D 08B D, TDO LI BRBABNE LA,
NASONEX sk p->< h &ib352 & (5.5) .

INERBEIZBNT, EERENKT T2 23 H 5, NASONEX mmiR 5 L
TNRBFEOREEZ, EMMICBET LI L (5.6, 8.4) .

FTARAEEFESL (BEEK25%) 1. B, A2 Y, WEER, &M, %k (6) T
»HoT,

AL OFER DDA EFGOY G 1E. Schering Corporation, a subsidiary of
Merck & Co., Inc., ( 1-800-526-4099 ) . FDA ( 1-800-FDA-1088 ) X %

www.fda.gov/medwatchlZHRET 5 Z &,

BEIBZD XX EHRL O FDA KBEBEEMITRMACEZ17THEZSRO Z L
WETAEH 20111 H
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WA 3GE (230D - BT

1. e - ZhR
1.1 7 LA X—MEaROIFE
1.2 FFMET LA X — R RICHEET 2 R ORRK
1.3 FfiME7T LA —MERE D T
1.4 SEDIHR
2. Mk - &
2.1 TUAF—HERDIRRE
2.2 FHIMET LAF—MERRICEET D & OIRK
2.3 EHiIMET LLXE—MREDO T
2.4 BE OB
I K OVE &

4, i

HEROMER LOoEE
51 BA~ORFTHEE

5.2 wkEEK&K VAN E

5.3 EEG

5.4 I

5.5 HPA %&H&#E

5.6 E~DEE
6. RIlE

6.1 EaIRER

6.2 THRTE O FEER
7. W) AR
8. B 2R 4R B 1T D i
8.1 MR

8.3 FXFLimW

8.4 /NEFE~DEKE

8.5 minE ~D& L

8.6 MTHEmEREFEHRE ~DKRE
10. WEEE

11, AR - IR

12. i IR S B

12.1 fE#E

12.2 /)%

12.3 H Wy HE)hE

13, FEERRFENE

13.1 DAY, BAREME, SRR~ O %
13.2 FEERIR 75 1M S OVFF B R K B 2

il

iy
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14, i PR R

14.1 FRAKRORBAFERFICBIT L7 LA —ME&EK
14.2 /NRICEIT DT LA —PERR

14.3 18 LA EOBEHE KO ANIZK T 5 5E
14.4 ZFHMET LAX —MEERICEE T 5 5 E
16. @& fRE K THLY
17. BEBxHI&E#H

17.1 JRETHY 78 S~ D R 2

17.2 FkPFE K OV A N FE

17.3 S fmi

17.4 M KOWEEEH - OICEMOICERT 5

AR CE (23R TEB ST EHIFR L TV

o
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WA 3CE (300

1. e - h R

1.1 T LAXF—PEagDIGE

NASONEX &k 50 pg (LLF. A& X, AKX 2 Eo/NRRFIZET D FE
PEROEEET LV X — MG RO BIERDOIBFRIZHER T 5,

1.2 FEHIMET VL X — PR RICEET 5 S ORI
Kﬂ@\ﬁAﬁwzmuL®m RE BT AEGET LA —HEKICEE#ET 5
FHOFRFNICHE AT 5,

1.3 FEIMET LV X — M RK DT
AAHN L, BAKLD 12 % EORBEBMOBEDOEHMET LV —MHE KD EIERDO T
iz %,

1.4 B DIRE
AHENT, 18l EOBEDORTOIRBEICHEHNT 5,

2. Mk - &

AANTRPENEEHICOR KRG T L2 L, KAl & IIHERT LS, A7 % 10 [H,
HHWITBEROEFEENERN SNHETR FEEMH LT H L, Ro7iE, 1 BEUN
ThHhE, FHETICRE L TCOEMLETICHERT N TE S, | R EFEAL
oA, EAT AR T E 20, HLWVIEERICRLETER LT L L,

2.1 T L X— SR DOIRE

BN B DN 12 3% LL E DR

FHEIVET LV X —PEBR K ONERENET L L X — M B R 0 BUE IR O RIS 5 @i O HE
THEIX, 1 H 1RISEE~2EZETHD (FHFEICMF % 50 ngd . Aal 1 ARG &
1% 200 ug) .

2~11 3 D/NIR
%%@7vw%~'%K&@LE@?vw%~é%%®%ﬁ%®%ﬁﬁﬂﬁé%ﬁ%%
X, 1 H 1 BIZEZE~D 1 EOEFETHD (KEFEICMF %2 50 ujgaf, it 1l ARG =
1% 100 pg),

22 FEHMWT UAF—MERICEET 2 EAOIRK

BN & N 12 3 B O R O B

FEEiIET LV —MREIC % H9 25 BPAORFICK T 2@ OHEAET, 1 B 1 H%
BIE~2EHZTHD (HEHEICMF 2 50 nig e, &FF 1 H&RERI1T 200 pg) .
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1B 1R EEA~

2~11 D/ -
FHEIMET VX — MR RICEE T 5 &P ORI KT D HEE &I
B ICMF & 50 pg &A1, &t 1 B G513 100 pg),

D1 EOEFETH D (FEFEIZ

23 FEiMT LAX—MRKO T
FRA N 12 B DL B D R R o B
ZHEIMET VX —PERR O BIER O TR T 2@ OHERA &L, 1 B 1 B
AE~2MEFZETH D (FEFEICMF 2 50 pug A, Gat 1| BE LG 8IL 200 pg) .
EEHET LR —MRROBERES XEZTREMOFHET LS v ERFOBE T
MO NEED EFPHINDIEFEHO 2~4 BT SAHK (200 pg/BH) ZHWET

Bi¥e 5% HESE 3 5,
24 REORK

18 L EDRkA -

SRRSO E L L T&H R 2 % (1 MoEEH-Y MFS0 ug 24
) 21 HIZ20 TS, BEICK-TE, K& 2EE (1 HOEFZEHZY MF50 g
EEHA) 21 HIC1EITo THLRIERBPEDO LN D,

3. I e OV B
NASONEX s&iK 50 pg iX. MF (HEK¥) & LT 0.05%w/w IZFH4 95 MF K&
Haoite, EEEMBEFRNATL—TH D,
MF (fE/K#)) 50 pg l[CHHYM 3% MF %

YiEfE RO ZEFT S (10 [B) 0%, 1 MEEIC
B TEESINDS, NASONEX ml&iK 50 pg D4R b

& METE 100 mg XUX 100 pl 23— 7E

LI 120 B DOWEFENRGETH 5,
4. e
WBUE Z R TEREICIIEA LW &

AREFN O WD DR

BE KON EoEE
Hz J3)

%/\@%@TE/} prve =2
SRBEOT VX — M EBREFTILIT T ARRELE L

5.
5.1

S H I
BT, NASONEX /i #

il R S B 1
NTRHMOBRENE -7 [EBIER (6) ]

H DAY
AKRH| O IR ER ClX. Candida albicans (2 X % 5 K ONMAEE O [R Jay P RCGRE 3 38 8L L 7=,
ZDO XD IREGIEN BB LT=5E . AAOFEHEZ R L, LB C TR /T 3 E4e

FRGIRE BT 22 L,
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S R 27 AL

aLFazxTof RORENEEGE#IC, RPRELIRESNTND, HHPDEED
E%%%@ﬁtﬂ%;\¢ﬁ'%ﬁwﬂﬁ%imbk@&@bfwé%%?@\%%ﬁ@
EibzEHMICHREST S &,

IRl
:/I/%SZTH% NZAIGIR B 2 6T 2EH R H 5720, i, SPEES. R0OF
i, &2V EZRRLZEE L, ThoBBET2ETasFarTas I\@%H’E
NG ZRET 5 Z &,

5.2 REABEROENRE

aNFarTuf FORBEND L WVITRARGEITED | NENIANESEBE T 585
AR D, o T, HANEL LB, WOUIRIETLHE, SN L A N RO FF 2 &
Z>$%‘T“§¥%Hflf£{—“ Y TRETHD,

T O3 BEEBR LY 12 v H B o FFEx EBR IZ BV T ﬁﬁ%zwpgawﬁaf&
5Lt%% 1T 2 Ak P BE K OF A PN B TR R 4 IR PN T 7 i R OVHIBRUAT B A1 & 0 3Rl L 72
12 8 M5B TAAI B BB 141 Tl 77tfﬁﬁ$%uum&w@LT IR N
JEREMEIZR—RAT A b ORERETRD SR oTz, 12 HEREBKRTIEZ, W
NORFRGEEFICHIRANEDORER EAH 5 WITANEORBUIR D b o7z, [F
Bz, 12 » AR OARA] &5 88 139 IO FHRNEREMEIZSN—AT AL U NDHOH
BRZERD T, ANEL RSN 2o, L2L, arTFazxToadf Ro&apE
N D WIER ARG, FEARESOIANEORE & BE LT\ 5,

5.3 2088 0 IS s
AHFND BN 5EH B2 S0 BBEISNEL DR’ b D, TD L5 RIS REER
L7oa., RAloOFHEFRIET D2 L,

5.4 SaE ]

GEREME T AEM ARG SN TWAE AL T, @R AL X ERYEEIC 2D 0T 0,
Bl 2 AT ARIE K OV LI, ﬁﬁ@@w%%%émi:w%:x%n4F%&%éhfwé
BANTIE, KVEERRREZTZED, XTITELHZ L2V EDL, TOXIRER
BLIEZEDORWHRED D WVIIRATIE, EEDOBERZERET 572D %\—ﬂiﬁ%ﬂ\?’\%
Thbd, aVFarTuAf FOEEE, BERE., &5 503 & ORERKREMERYE O R
BYRZICEEERIETOLHALNTIE RV, EREE, D50 EUAOaLrFaxTas
RGN, TV ZAZIZEEL TV LI NE I NIZOVWTHLARHATH D, KEICEET LG
BMERN o D86, KEFRIEZRE a7 Y v (VZIG) IZX 5 TR #EETH 2540
D, FTLPICERETLIMBREL L2856, =V LEBRESFSHRE 27 U &
(IG) IZLDTUINEISETHLGENHD (T XTO VZIG KT IG L FHIFHRIZ DWW T,
INENORMLEESR) , KEBSBBELESAE, ilvA LV 2AEKEHWIZIRELZZET
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HZENTE D,

SOE OIE BN ST IETR MRS O RYE R E . D WIERIBEOEF M, MEME, XX
EHMETANABERIEDO BT H D WVIFIROBEM~ANLXADEZFTH L THLarTFarxTa
A REBPENIZESGT 256, CNDOREENEBENTHERHIOTHEET LI L,

5.5  HPA %#kne

Rl P2 BB AE U K OV R R 4

aLFarTof ReBENEERHERAREZBZ 556, XIIHREHRETH > TH IR
ZHEORmWCEHEROLE ., B CEMRETE R OCRIBME 2 & 2FEOoaLrFazxTag
ROEBENBNDATREER D D, TOX D REANECTSE, BAAT v FRIEOR
HHNTWDPIEFIEICE > TAFEZ Y- Y LhIET DL,

56  HRE~ORE

NEEEICaNTFarTof FeRETLE, RREENMET T2 L08H5, A%
BELINREHEORERZ, EHNICBE TS THD, AFlzal, aLFaxTos
N BPENEG O 2T WIERN 2 i/NNRICMA 72012, HEEFICH L, RAOAIHETE
4228 [l EHIICB T oM (8.4) 2]

6. fill1E
anFazxTaf FORGELPRFEERGIZEVUTOERAZRBOLNDLZ N H
Do
c R, EEER, hUF - T AR, AlERmEE [(EE LA R
EE (5.1) ]
- HNBE, BEAEE [EE RO EoEE (5.2) 2]
- E [(BE RO EoEE (5.3) K]
- RRHORZ & T, HPA Rfkne [EEROEEM LoiEE (5.4, 5.6) . FrRlZREHICE
JAEA (8.4) ]

6.1 fifs PR R

e R R BRI TR FPH IS 2 DRI CEB SN D720, H DA DOEHRABRICEBNTRD 5
NIZREIER ORBRZMOEF OFERRRICK T D RERLE ERELET 52 LT TR0,
T, ERRICHEEBEE TROONDIEHERENM LN E0NH D,

T LV X — R

BN M OV 12 3% LA B O SRR 0 B #H

K R UK E A TEME S W BREERRICB VT, TLVALXF—HEEROH D KA KN
12 &L E O R B G E 3210 Fllck LT, AFlE 50~800 ng/ HOH&ETHE L L,
BEORY (n=2103) 121X 200 pg/H 2 &5 Lz, &FF 350 HlO A & OR ARAFE B 2%
LTIt | FHU EoBREZITo, AFFRTIE, S, M. SUIANFEMICHEERE



NASONEX
Section 1.6.2 Condition of Use in Foreign Countries (US)

TR N7 hoT, BRRBRIZBWTAFERGICLIIAERELGRIAICLIVEEEZFIEL
7-HREIZ4A%ULTFTHY, 7T RHEEOERGBREELRETH -T2,

77 R BB LT DR LRIV T, AAlE 200 ug/ HOHETHRE Lok A
KON 12 sl EORKELRET 5S%U LICHEOONTZAFELROI> L, T T ERELDY
NASONEX &K 50 pg BRI Z< RO N2 ToaAEFRS (5 L oBhEt &2 b2
W) AL T ORISR L,

£ AR 12 RN EORMEHR —FHMET L — R OEEET L —H A
R e LIZBERRR CTBE SN A TEHEREIRR (%)

NASONEX o
200 g 77 'R
(n=2103) (n=1671)
GIEp) 26 22
A L A &Y 14 11
A 55 2% 12 10
I R & B T kSR 11 6
S 7 6
b &GE S Y 6 2
% R E 5 3
NERER] 5 3
il e P % 5 3

Kﬂ%mo%@m%f&ﬁbkmkﬁwﬁﬁiﬁﬁ(u%ui)fm@Uﬁ%ﬁﬁ’
FE LIhoFERG (Fh5LoBEELMbRW) O, T ERELY SHEICH
oA ERERIL, BEE. mE. [JEXK, W, HRE. NHE. WEAR, B,
A 7N WERER, RE,. EBL, RETHo T,

12 s Al D /N R

KE R OKEAN CEM S W EEREERRICBON T, TV ALX—Mako/hiiE 3
~11 %) &&F 990 Flickt LT, AHKl%Z 25~200 ug/ BOFAETHEE Lz, NEBREDOK
(720 B 1TIX 100 pg/ HEEE L, Gt 163 flo/NREF IR L T, 1ML E
DEHEITol, BARBRICEBWTARRGICL2AEFEEIICLVELGE2HIE LA
FIE2%UTTHY, 77 BRFELNEEGHRELFEFETH -7,

77 RABEBEICBWT, AHE 100 pg DHETHEEG L 3~11 mo/NNEBET
2%LL 1 S%ARTGICHB Lo FEESR (kG LoB#EMELZE DRV ) 055, 7Tk
ALY EHEECRO N AEFEFRSRIT, TR, SHME,. PHEEX, WBTH-o T,

56 Bl xtRE Ui 7 &A% FREGE R RE (NASONEX fi&i® 50 ug #f 28 i, 77
TAREE 28 #) ITBWT, AHIZEZ 100 pg/ HOAETHEEG Lz 2~5 mDO/NEEE T 5%LL
FlegEshcAERR (K5 L0oBEEREIMDLDRV) 056, 77 EARBELDY
NASONEX &K 50 pg HICB W TEMBEICRO bNTEAEFEFLIE., EXRGEREE (7%
vs. 0%) ThoTo, KH%EZ 100 pg DHETHEEG L 2~5ED/NREEZF D 2%LL E 5%k
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WIS SNT-AEES (B5LoBEEZMbDRWY) 055, 79 RELY BHEEIC
BOONT-HERHERIT, KENMETH - T=,

SH

18 i L E o B

HEHABRICEWT, RFELRFICRDODONTCAEFLRIT. TLVAF—MHEREZIIRDDL
NEAEFEG LA T2, At 594 BlORAEE (18 H~86 %) 1T, BEDRET
AHlE 200 ug PHET, &E 4 » HM 1 B 1 BT 2 BHES L7, NASONEX A &K
S0pg HICHEOONTEAFFELORBBEFE X, S M2 MF 200 ugl H 1 EE 5O
NASONEX #i £ 50 pg #£ T 9%, MF 200 pgl H 2 [A[#% 5 > NASONEX &% 50 ug #f
T13%., 77ERHETS% THoT2OZRE, KT 7 EARBELFAKTH - 7,

BHIC4EMEBZDARAOE G 2= T BETIE, &85, TRICEEOAORED T~
VHREDHE I N TN D,

T L X —ERKICEE L &

At 1008 Bl 12 5L Lo BFIC, AFI 200 ug/ B (506 1) Xix7 7R (502 #1)
Z. 1S HEES Lz, 77 BARBEL Y NASONEX &K% 50 ug BHECEME IR b
HERELIL, BIRPERICHE S EM (NASONEX A EHE 50 ug # 1.2% vs. 77 B R #E
0.2%) K ORI (NASONEX A&k 50 pg B 1% vs. 77 v HREE 0.2%) THOH ., &%
MREEREREGO T 7 7 A VIO T LA X —HBEORBR L FAETH- -

6.2 iRtk ORRER
AFNOTIRERELE RIS, LTFORERZHE S TS o SIOEE K& OV SR U
TFT7 4 7% — MEEFE, WRAOCRTEOES., BPEZFEL ZhbOREIEHNOH
HIXAFBNTHY , BFEMOKITIARATH L, Ld > TRINEMORBLHE OHEE K OVE
7o 384 & ORI FEBBREHA O NICT DT LIXTE R,

7. SE W) R HAE

ARHN O IER 72 W AH AR RBILEM S LT 7220,

F ~ 7 v L P450 3A4 PHEA] - BTSN T X TOEBYIZIB T MF 1L F IR C IR #
RS, EEORBDNAETL L ZERHLNEZRS>TWVD, In vitro R B AR{ES
WMORBNIZTFT b7 m s 3A4 PEEREFZREZLTHDHZ ERERINATWD, @A
BRF RO LZAARERTHL 7 haF Yy — DA EIC XY MF o R s
ERFLmeEr H 5 [EKRER (12.3) ]

8. KBl 72 £ M B D

8.1 T B

R EYEER R 7 TV —C R A EEZ R E L+ aica sy e — L S
PRERBR 1T FE 0 S AL Tz,

AANZ, o arFaxTaof RERRIC, SR FIXEE Eof M2 6 8 o iR

10
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Pz BEED LU SNIBEEORERT 2L, ROarFaxTof REAHHHET
F7e, HEMVHECTHERLERERNS, FolEIX, e hLvarFazxsaf Rk
DIETMEREZ R LSV ENRBREINTWS, o, EREPIEX, AREaLvFaxT
oA ROEAEPEMTHZ N, FEAEOEMETIE, BEPICIAREaLFa 2T
A REZLXVRVWHETEET 20, B5ZLEL LRV,

~ AT, MF 2R F# 5 L7254 (ng/m? #HE T, fiA® MRDID kv i{&w) | 0%
NI B I, pg/m® HE T, A ® MRDID OF) 2 FTHRIEODEHFERIE TR AN,
pg/m* #5 T, MRDID L W KW ETIE, JBHEIERD SRR 1o T,

T v MZ MF Z# 5 L2 54A, pg/m® #15 T, A D MRDID O 10 5T, M~
N=T BB BT, pg/m> HE T, A D MRDID DK 6 £ TlE. BALERIENT & NT-708,
HRILHEO N7 hoTz,

U X MF 2R LI25 A, ng/m’ 5 T, A D MRDID O 6 % THEE D A
s bivie (B miJddh, EEREAE =7 KEE) . £72. MF Z2f&0#&
B L7846, ng/m? #18 T, A ® MRDID ®#F) 30 {7 TN BAN, AEZ, B
T OKEESE T F— LREEH) A SN, pg/m” i T, A MRDID OF) 110 £F
T, 3L A EOFNHET 2 0RINEDO %R LTZ, pg/m” #% T, KA D MRDID ®
efETix, IR NN T,

PEUR P SO IER B W O T v RMIC MF 2 T# G5 LEREA, pg/m® 5 T, A
MRDID £ Y W & THMiFM O E 3o REER A S v, AR, HARERE L
CEBRMOETFROKTRA LN,

R IEPELSNOER IR PICa Vv FaxTof FefbancErbEENI/NR
ZOWTIIRIBHEER TERNAONLIHENH LD THEICBE T2 Z &,

8.3 =2 H b

MF 2"t hREHHF~BITENDENEIDEFIAHTH D, ioarFaxr asf Nide b
DORAICBITINS T2, [NASONEX ml&iR 50 pg) #WAmMICKET 5L ITFEET
L2k,

8.4 /IRE~OESE

12 L EOT L X — R RBEFITBIT D2 AREOZEME R OENETHLINTND
[EIER (6.1) Z2MEOEKRER (14.1) Z2R] . 2~11 KOT LAF—MHEKBEFIC
B DARFOMEAN, WBERRBRP S/ ELZEELOCEIET -2 05 XFREh TS, 3
~ILEOT LAAFX—MERREE 720 flaz 5L LT, A% 100 pg (1 HighG&E) &5
THHRKRBROSEM SN [RMEA (6.1) | ERRRBR (14.2) ] , £7=, 2~5 %
DT LAF—EEREH 28 BIUCAAKIZ 100 ng (1 S E) 5L, 2225
BIOEBRRBRASEM ST d [BIER (6.1) 2] . 2 MARMKOT LLX—ako

11
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AN BT D ARHFN O %2 2k L O BME IS STV 72,

18 LA FOBE DO GHEOIREIZI T 2 KA O L2 R OF NI S TWV2R0,
4 AORBRAERL, 6~17 mO/NLBEEZEOREOIRKIZE T 5K OZE2MER OER)
MERit Lz, ARBROTEEANIZ, £2EERMNTD22ETHY . AMEOFEMIEB X
RIREEMIEE & LCE LTz, At 127 BlOREOH 5 BFE % 7 7 4R ik NASONEX
JSEE 100 pg (6~117#%) XX 200 pg (12~17%) 1 H 2 BOWFHNICEELL LT,
KRBROFERIZ, RHEOHL/NREE~OKADOEDMEZ ZXFT 2D TE P72, K
RRTHRESNTEAEFRIT B KU LOAEOLLZEF I THESNZAERER L
[FAECTH o 7=,

RIRRBRAE RO, arTFaxraf ROGENEGICE D /NEREEOREHRE KT
THAREMELRH N E o TS, ZOEMIE, TR FH — FTERE—-EE (HPA) RO
B2 R T HBEREEOBEZ LDV D, REEEOEKTIX, —RICEHASATH
% HPA ZRESHEMAE L W /NEBFICB T 2a LT a AT oA REGERE S & S 77 i
THHIENRREND, ZOXIRarFazxTaf FOBPENEE G L 7~k #
FEERTORYNREET, BHENICKRAE R TEROFE~DEELED T, HOHITR
STWRY, aVFarTaf ROGEANZSHILED TEALEZIRVEZ S LT HRE]
(ZOWTIE, FRaRIFERZRSNL TRy, KAlZEZH T, a/LvFaRxrTal FzalER
Beh L/ BEOREIR, EHMIC (BFIZIE, AZ2UFA R —12LD) BRI &T
bbb, RMMZREGRREICLEOTEEZ, avFaxTad KoL ERKAF
W OLZED OB RMMOIEaLNTF azxTaf FICKDIRBIEORRE L LERIN DX
EThDH, AFEGD, arFarTaAf RORBENESOEENER%Z K/RICMZ 5
2z, FEFICKHL, RAOFAPIHETERET D L,

AF (1 AL 100 pg) OREREIZKETHELZRFNTL2HMNT, 7L ¥ —
MERO/NEEE 3~9 %) Zxt5E LT, WMRRBRZFERK L, TOKE, KO 1
FERBEGIX, 78R LT, REHEIZXNLTEROLIEEZRITI o7,
30 43D Cosyntropin i ff RN 5% O SOSIZHB W T S, BRIKAICEKRO &H 5 HPA £
PRI D DR no Tz,

2L, AANCK L TEZHORWEE, bOIWVETEHEEZRE LG AIZB VLTI,
AR & M3 2 ATREE 2 RSN T 5 Z Lk TR AR,

8.5 mmHE~DKE

AENZ 64 %L | (64~865%) OT LAX—ERREITHE D& D HEHE 280 FlITxt L
T3HAHDLZWE 45 ARG LR, G SNTAERNORBBE R ORBLRIT, L0H
WEEHTHREINZ LD LR TH - T2,

8.6  IERERE ~DOKE
MF O Wi VST OO BOE JE IS RIS 5 [ R EEE (12.3) 2] .

10. it B G-
ARENOZMED D WX EBMEBER G ORBICET 2T — 213V, 2H LT XA T
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NASONEX
Section 1.6.2 Condition of Use in Foreign Countries (US)

UT 4 BMEL, BERABR CHRAPEORMEEFHNFTANED DN holzZ Lnh, i
BHENEZ->TYH, BIEUANDIREZLE LT D ATREMEITIK W, @R AN EREEIC
1600png (18 Ll EOBE D H 5 BFEOIRKICH T D ARFOHLEHED 41%) ZEH, 29
A AENRELTLEZA, AEFLZORIARITI LA Lo, SBEZNFRITREK
4000 pg O H[A] S PEN £ 5 & O K 8000 pg O HAIRE O 52 it L7228, BITEA s
INTWRY, arvFarTosf FORMBERLGICZELY . BITREEETEDHEED D
VITTER DN AL 256005 [EELKOEMN FoEE (5.4) 28] . 1 KD NASONEX
FRETR 50 pg I2F £D MF 138 8500 pg ThH72H, ZoFHZH W - &R G2
TRAMIER A U 5 AT IRV,

11, AR - PEIR

[NASONEX fi&i® 50 pgl OB T 5 mometasone furoate monohydrate (3,
PIRIEME a2V FaxTa A KT, £TOLF41F 9. 21-Dichloro-11B,  17-dihydroxy-16a-
methylpregna- 1, 4-diene-3, 20-dione 17-(2 furoate)monohydrate T& ¥ | {LFHEE I
UTDEBY THD,

Mometasone furoate [T H DK TH V. 73 F+RiEx Cy7H30C1,04 + H,O, 47 &EIT
53945 Th 5D, MFIIKIZIFEAEET T, A&/ =, =Z /) =L AV TFan)—)
WETIZKLK, TERMARBZ ar R L AI0RETRT, 78T a7 UICEd
KTV, MFOA 7 & 7 — )b KA EREE 5000 LD KX\,

[NASONEX s &% 50 pgl (X, MF (fEKY) & LT 0.05%w/w ITFY T 2% MF KM
BB E G, TEEEXAT LT, L Tr7 VY v, it re—2 - 1
A —2AF NI OUA JZUBEFT NI UL 72Uk, B Lra=g A KU VL
R—h805EHATH, pHIL43~49Th 5,

12. DR HE P

12.1  {ER#EF

AENIE D 2 PIRIEER 2B T DarTFarsad RETHDH, 7T LA —HEERITK
THarvFarTaA FREOEERRMEABFIZAATH L, aLFarxTaf REIIRIE
BT 2Fx Ol (M, 4Rk, hik, ~7 e 77— U U RKRE) KO
BEWE (eAZ Iy, mfay /AR, nfa bz A4 A UE) 1T RE
BhERIETZERHL NIRRT D,

BIEN~DOHURFE I 21T o 72 2 DO EGR BB Tl ARFE 512 L0 BIRER K OV JER 7
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NASONEX
Section 1.6.2 Condition of Use in Foreign Countries (US)

VAR =RIED =8O~ =T —=NgP Lz, ¥72bb, & A4 IV ROHRIRGA 4 &
HELVNLVOERT (78R L Lche) | WONSHFRRER, 4F o B K& O b B e 45 55
BEHEOBY (R=2T7A4 B LIEEE) 2ENRRBO LN, ZHhbOMHRAOEKH
BEEIIAHATH D,

TUNAX—MWRXDOEE 46 BUCAFZ 12 » AMESE L. BRI T 0 282 RE
L7k R, ZMEA b0, LR ERER  OVRIEANIS IR (GFIRER, U > RBR. HLEK,
FER, REMEE) OF LWED R b,

122 #p

FRANIZEB T 5 EIBHEEERER - AAORIBHEEICKITTREBZEMIT 272012, v NExt
Ll LT, BrOHABICLY 4O EREBHEABRNSERI N, ROORBRTIX, 7Lv
X —PERRBHE 64 (22~447%) Zxtg L LT, AKAID 200 pg &V 400 pg/ HIE I
VR=Y 10 mg/ HOERA2 7 78R &g Uiz, #BRIEE 36 B ERG K G 2l
Cortrosyn (ACTH) % 6 Wffi] RN G- L, SEHmEdh 2 v — L KO 24 g JR
MarFy —VREZETHZLI2E0, BIBKEZFM Lz, Z0O/E. NASONEX
SLER 50 pg BETIE, 200 pg OV 400 ug DWW T ROHEICE W TS, Cortrosyn AL
(RN B 51 O EH g R a LY — VIREH 50 % 24 BERRTP v T —VREIC,
ZERELEBELTHRIMICAERIE TR0/, TV K=Y U EEH T,
Cortrosyn R{i frIRIN 5% OEXZMAEFR 2 v F > — LR E KT 24 KERJRFP a2 L F Y —
NVIREENZ, TR LKL TREIICAERK TR D b,

WIZ, AAEI (400 pg KT 1600 pg/H) . L RK=Y> (10 mg/H) KT TR L
LC. @R AR 48 4 (21~40 %) (2 29 ARG L., BIBHEELBIEL -, BRI
Behpli e 29 B L7=#%I2 Cortrosyn % 8 WF] Afi#F RN 5 L. AIEEIRIN 5
FOE D% D 24 R MAE a2V F Y — Ll TiifE (AUCo04) o W ONT 24 REREJR =1
F = VBEZRE LT, TORE. NASONEX M & 50 ug GREE 7T B REELE O
FHCIZRIBEREIC R T 2 ZITD bR h o T,

WIT, RERERCN B 24 24 (22~3975%) Z &% & LT, AAI (1000, 2000, KT 4000
ng/H) . O 7 I HURVEEEAZ Y (2000, 4000, 8000 pg/H) . 0T FH A
&> (200, 400, K OF 800 png/H) Z#HEHHEKES L, FAIBERELZHMIEL, Dl d
72 BfloREHEEZBE, F#HORKEGEEZREGE L, TORT T REZHREEE LT,
R 8 BER VK P 1% 24 BRI O EEIMAE 2 L F Y — LVIEEOREME b Lo, miga L
F =Vl TR (AUC,.4) R L7z, F7o, #IEHE SR O &5 E%IC 24 K
BIRF VT Y —VREOT =X ZINE LTz, ZO/RE. K&l D WIERN MF 25 L
FREETIR., SO REREBEERLHK LT, aLF Y —L AUC, il 8 o miEh 2 LF
—WVREH D W 24 FEEIRF 2L F Y — VIREICHRFWICAERIETIER D bvedro
oo =, TR ALY & 3L LEEREOIZEEMINC, TRl 8RO aLF Y —L
IREORY (<10 pg/dL O a)VF Y —VRELER) PROLL, T EREHKL T
TV =)L AUC KON 24 BEIJRHF a LTV — VIRE O TRR O b,

Wiz, BEOHLHBEE 21361 (18~81 ) ZxHE LT, AK (200 pg& 1 H 1 X
T 2MEMEEE) NI 7T ROBRERTEEE 45 HRICBT 5 24 RSP aLF V) — Lk
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NASONEX
Section 1.6.2 Condition of Use in Foreign Countries (US)

EERPEL, BIBEELZRF L, AFlonThokbE (200 LU 400 ug) 2BV T
bH2ARMRPa LT Y — VIBETI S TR LB L TAHABICE T Loz,

IR ITARAIZ 50, 100, 200 pg/ HOHETHER G L, BIB#EEICTT2FEHE2 72
TR ELBRHNT DI EEAMNE LEBEREERR,N 3 RBREINZ, ROORBRT
X, TLAX—MEEO/NIEBEE 48 6 (6 ~11 B%) 2% E LT, AAlZ 7 HEEGER
H L, B5Ai%ORIBHEEZ., oMLY — VRE R 24 FKERFP 2 LVF Y — 1
PR ORIEIT X0 FEE LT,

Z DOFER ., NASONEX M 50 pg # 58 TIE, WTFhoAREICB W T, FHmiE
AF Y — L EER N 24 BRI LF Y — VB, TR GRE L i L CHE
A B 2K FIER O b e hro 72,

Wz, TUAXF—GKxo/NEEE (3~5 5 48 flaxtg s LT, AH% 14 AME
fef G L, SR ORIBEHEREZ . Cortrosyn 30 2y LSRN 5% O mMEa L F > —
NREIZXVEME L7z, ZOER, AAIE G TIEX, 50, 100, 200 pg/HDOWF Lo H&E
IZHBWTH, Cortrosyn A FHIRN I 5-% O F B MG 2 L F >V — VIREIC T 7 B R & 58
IZH L TREMICA ERIE TIER D 6. 261723 Cortrosyn IZIEF 22 & 7~ L T2,

EHIT, TLAX—aRko/NEEE 52 f (2~5 5%) 22X L LT, 28 HlIIAHK %
FEPEIZ 50 pg (AFHHAE 100 pg) OFET, 1 H 1, &E 42 HMERERES L, &
Rtz ORI E#EL ., JlomEars:y —VRERD 24 FFERT 2 VF Y — VIRE %45
EE LR LEE, ZO/BR, AFZ2EL5LTH, FHMEa LT — VRE R 24 F
MRF VT —VREIC, 78R B L THRANICERRIE TR bR ho T,

12.3  RYEhne

WU

MF ZR&BKE L TEREG LESLE., SEESIEICIIHEICE T, MEFT DA
TRAZEVT I TEFLLIELS (<1%) . E& FRAM (<0.25 pg/mL) Th o7,

o iT
In vitro (2375 MF O MAEE AREAFIL, 5~500 ng/mL O EHPAIZIVT 98%~
99% Tdh - 7=,

(A

We T INTZOHWIR SNz —HO MFIZJAFLICR# S, BERORBFHRET L &R
HOMNER> TS, MAEFICHETEER L Lo FEABWIIELE LRV, 6B KiEgik
MF I in vitro TDOA v FaX—T g ko TERINEZRBIRZ2HEH O 1 > THY .
EMFI 7Y —2ICBI 2 Z0/RBYOERIZIZ, F h27 v L P4503A4 (CYP3A4)
DAIEL TS,

PEH

RN G L7258 o Mg b O R R 5.8 BRI TH D, WIS NIZHEY DK
PR E LTH S, YO T b FrnE#mE LTRPICH SR D,
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NASONEX
Section 1.6.2 Condition of Use in Foreign Countries (US)

KR 70 2

NTHERERE T« ITEEREFRR A H (RS 4 ), T 4 41, EE 4 41) (T MF 100 pg 2%
AFHLIEEZ A, BFIC 1~2 BlOBFE TR ATEEZ L ~L 0 M 350 R 23580 &
iz (50~105pg) . IMAEIEY) R FE (X AFRERE R & 0 BEE JE & 42N L7223, M T BE 72
LA R T FIEIT IR - T2,

EIEE  MF OEPHRBIZKITTBEZEOZEIZOWVWTITHoRMER RSN TR,

N NIRRT D MF OB EREIC DWW TRAFZEA e ST [REBIZR £ IC B
T oM (8.4) ] .

PER : MF @ 3EMENREAZ BT TR DB O W TUI A+ RAFZER e STV 2R,

AFE : MF OFEENREIZ KIE T AR HOWTITF o RIFEN 2 STV,

YR AEAER -

F ~ 7\ L P450 3A4 FHEA] : EWHEAAERRBRIZE W T, 24 GlOEEERHEIZ MF
400 pgZ 1 H 2m 9 HEW A$ES L, Day 4 205 Day 9 £ T4 b2 —/1 200 pg (&
O 7k8R) 210 200G Lz, MR MEFIREIZ ha Y — A X377 8RO
PFHEG-HTO Day 3128V T 150 pg Riii Ch o7z, 7 haF vy — oLk, 7
FaF > — L BED 12 Fld 4 BlOWERE T Day 9 OILHERYIEE N K 200 pg 28 2 7-

(211~324 pcg/ml) .

13, FERRRFENE
13.1  BAJFE, EiEEE, AE~0RE

SD 7 v h® 2 T AN AR T, MF 25K 67 ng/kg (pg/m” 5 Tl
X %k A[400 pgl & OV/NVR 1100 pgl o 1 H i K B & #E 2% F & [MRDID: Maximum
Recommended Daily Intranasal Dose] D ZiLZ 4K 1 LN 2 %) £ THEEH LB HEHFEN
WCHBERESEOBEIMTA LR -7, Swiss 58 CD-1~ 7 2D 19 » A B A AJFPER
B TlE. MF Z & K 160 pg/kg (pg/m” #5 T A K& OV D MRDID O Z 3L E 0 2 %)
FCHEELG LR FRICAHBERBZE OIS N5 T,

MF @ in vitro PR EFHRBR CTIETF v A =— XN L2 Z —JIB Rl fg C YR B
DOEMPB I BTN, T v A =— RN A AKX —fili 1R CIE R ER R OBEINIRD 5
Nxnol-, ME O — AZRBR XTI~ 2V 7 53—~ TK R CTILEME FRRERD
FRITRO LT in vivo v~ U Z/NERBRE O T v ME BRGSO~ 7 A B A58 A &
A2 afRE R cb RaEkBREOFERITA NPTz, T2, in vivo TT v b
JTFHEREC A E ) DNA GO FEIRITH DR o T,

F v MEFEIEFMERB TIE. &K 15 pg/kg (pg/m? #E T, B AICEIT 5 MRDID &
DIRVY) ETRTHEEG LD, FHMHE~DEBEIIALN o T,

13.2  FEERRFENE K OVFE R KB 2

A 5l B MR R
¥ RIZ, MF 2B F#5 L7=8B4. 60 ng/kg (pg/m* #2 T, s A® MRDID XY &

16



NASONEX
Section 1.6.2 Condition of Use in Foreign Countries (US)

W) LLETRERRAR L, 180 pg/kg (pg/m* #E T, B A® MRDID O 2 f5) TH
ROEFRIRTRA BT, 20 pg/kg (ng/m® #5 T, MRDID X 0 {€\) Ti&, FHMEIX
RO NIz,

7 v M MF 2R EH G5 L7284, 600 pg/kg (pg/m* #5 T, A ® MRDID O# 10
%) LET, =7 BnH 57, 300 pg/kg (pg/m? #E T, s A® MRDID O 6
f5) TiE, BILEBERA NN, FRIZED Lo Tz,

U XIT MF 2 RREHEEG L2%5A. 150 pg/kg (pg/m” #8 T, s A® MRDID OF 6
%) U bECTHEBEOFERA LT (F - Ak, BEEEREE, B~ L=7 KIEE) .
£7-, MF 28 0% 5 L7284, 700 pg/kg (ug/m® #5H T, s A MRDID O 30 %)
TWRILAT O, AHH, EHOEFE OKBIE XL F— 2REH) A 547, 2800
ng/kg (pg/m* 5 T, A MRDID O# 110 fiF) TiX, (& A EOBINFET 5 1K
IR D %= Lz, 140 pg/kg (pg/m” #E T, A MRDID O 6 fif) Tix, #HMix
RO LN T,

PERR R SUTIEAR B O T v M MF 2K F# 5 L7284, 15 ng/kg (ug/m” #5 T, &
A ® MRDID X Y &Vy) ToH M O IE & T i IR #EA 2~ S 4v, AR, HARAE
KOV OEFROK TN A SN, 7.5 pg/kg (ng/m? #HE T, Bt A® MRDID X
VARV TiE. FEROERIZRD bt o7

14. bl R 3R
14.1 AR OKRKFEBREICB T LT LA —HER

IR Z 18 B L OFERHEAER 2 1 SRR L. A 3000 Blopk A (17~85 %) K&
DR (12~16 %) 2R E LT, RFOFHET L F—MERXDO T, IRRMAE.,
K OEFEET LV — R ROBHFEDE EZEME R Lo, #BRF IXFEME TE e
PET LA — PR 2T 5, RERE 283 61 ( Bk 182 1, &k 101 #1) %&Te,

BYEEAE 1757 Bl Rk O M 1453 1T, AHl%E 50~800 ng/ HOHETHE L Lz, ik,
PR E O RHTIT 200 ng/ HO HEEZ &G L,

INHLOT LAF—MEROBEKRE TIZ. &, S, BFE. LAz RER
2a7 Tl L7z, AHZ 200 pg/ HOHBETHEG LIZBEFETIX, 778 AEREGEHEE LT
L CRIERA T OFBERIEKTFRARD SN, 72720, AAOHEZ 200 ug/H XV &
KLTH, S6R2REFIH[BLNR2-T0, KANT, AFF 350 FloEEITIE 1 FLL R
i,

PURBRBEREZ B4 TAR] & L CEREL-ERBEE S KRR (park study) K OH
—DOPURIEFZEERE T CORE (environmental exposure unit study; EEU study) (212 &
FEHIMET VX —MEROGBIERIZ, KAORNOKRENS 11 FFRUNICSEES L (7
FEREDRE) . E. 2 OFEHET LA —MEKEGRE LEEEARMN T HE
M7 72 R5RERBRIC L D &, BIERIZ, AAORINOEENS 2 BURNIC, &E
SNDHZERHLMNERSTND, AT, BHE, HEHEID 1~2 BRUNIZE
biLd,

12/ EDOFEEMET VL X — P E R B 284 Bl 2t 5 & L CTARAID 200 pg/H 245 L.
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NASONEX
Section 1.6.2 Condition of Use in Foreign Countries (US)

TOTHHRERMT D ERRR Q0B & Fi LT,

SIS ORI, EHORB AR TR S LD AR E 4 W T PR
Lie, 785, — MO B8RE TR S 2~3 I & 7 > 7o, BBROM R, AHO 2~4
O F RO 8E 5 % U  WRE TUE, 7 T R AR B R LT, B O AR AL
5 BN A = 7 HNBE BRI BRSNS o 7

142 /PNRIZBTLT7T LAX—HER

M X BEEET VAR REAE T H/NREE 3 ~11 %) 2HHLE LT, K
R OF R VL2 2R T 2EERREZ 4 RRE/R L7, 2O 0RBRTIE, 3 mh
5 11 O SUTEEET LV — Rk 264 5/0REEK 990 1l (KL 606 #i,
I 384 ) 1T, AA 25~200 pg/B 2G5 Lz, AFlEHKE L-/NREE (100 pg/H .
374 fil) TIEX. 77 ERFELGEE L HGAER (G, 8K, »Ph, S Lodk) Za7
DHERIKTREO N, 7L, AAOHEZ 200 pg/HIZLTEH, S HR5%0R1T
Bohnihrolz, KRB TIX, &t 163 Blo/NREH G~115%) ICAFZ 1 FHkE
L7,

143 18U ELDOBEKRUHANIILIT D 8E
BERBICBTDARBNOFENE L ZE2ME 2 RBR TR LEZ, b0z, &H
DHDLEE 664 FlaxtGl L, TDOHH 441 FLICAKIZHEE L, ZhboRBRix, £
i i e F A A ES —EER YT B A AT R e EGBR T, WMo RENH D 18
~86 W DBEEXG L Lic, BREICH LAAZ 1| H 1 EEGRE, AF%Z 1 H 2 EEE
BHELIEXT 7 EARELEHRICEELCH AT 4 » AMES L, KARBoO EEFHEE
(BhAE) 1F. 1) WBEEBACBIZ28MAOR—=2F A4 UinbDOFEEEN, 2) 4 5 A
OB NH SR A C. Bilateral Polyp Grade (&0 RF A7) ZFHE L THZ
— AT A IO EETHTE TOEIE Lz, MEBRIZHSWT, 200 pg © 1 A 2 EHE G
BELO200pug D 1 HIC 1 HEGHTHEIERRBD OGN (K222 H) |
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NASONEX
Section 1.6.2 Condition of Use in Foreign Countries (US)

K2 BHOLHIEFEEMNRE LIBIELE( 7 T 2R BEBRICHK 1T 5 NASONEX

SRR O A E
NASONEX NASONEX
?&SON&’)‘ 2N0‘BSONBEI’]§ #54% R | 200 ug QD vs |200 ug BID vs
e e 75 RPHE |77 R PHE
R 1 N=115 N=122 N=177
BPG
R4t 4.21 4.27 4.25
BPG
NR—=RF 4 inGOFHE -1.15 -0.96 -0.50 <0.001 0.01
it
o
&3FD
P 2.29 2.35 2.28
ERE)
R—= 25 A ipbDEHIE -0.47 -0.61 -0.24 0.001 <0.001
1t
RER 2 N=102 N=102 N=106
BPG
N2 54" 4.00 4.10 4.17
BPG
R—=Z T A b DOFEEE -0.78 -0.96 -0.62 0.33 0.04
it
BSFY
R 54 2.23 2.20 2.18
R EY)
R—=RAT A b OEEE -0.42 -0.66 -0.23 0.01 <0.001
1t

BPG: Bilateral Polyp Grade (lj&fED &H X 27 )
FIEEOBPED B ITIEREFEMANESEICIVRAEL, 0~3 D2 a7 2 7=, 01X RHEARL,
1 EFSBBEICHI2PTERNO TFTMERZRZVEESLY, 2T EF MO TME®Z 2B Fafin
OFMMEEZ 2 VWEEHY, 3ETFTEHNMOTHICEET AN ELEIBX28H, HHVEFFEH
NORMICEBELY (ERNAaT7ZEEDOEED X a7 D)
A SFEVIX, BTN O~IONHRETCHBA AT 2T 0 FERLL, | BEEOERD Y,
QI EEOERD Y, JITEEOELRDY & L.
PERI, Ffin, AFERMICOBE LY 7 70 —FICB T2 EHEOBRENRLZITM LR T

T, AHAOF AW THRIRBIZEE S 2MIE TV 7 7 v —7 R TRO b no Tz,

14.4 ZFEHWET LT —MERICEET 25 50

T VAR —MERICEET 2 RBIICBITAERFOENER V2L, 3 SO0
15 HMICh -2 BIEABINMN —HERY 7 ¥ RN BEKRAR TR Lz, 3 2ORBRIL,
12 3% L EOFEMET LA X —MHaRICEET 280 H 5 EFHEF 1008 flEz x5 & L,
ZDHH 506 FHIIEAA 200 pg @ 1 H 1 EIZES L, 5026117 78R aH&E LT,
1008 D 5 6, W THD 784 # (78%) ITHANTH -7z, KFDBEHEIL. 18~65 %
Kiws CE¥J4ERS 38.8 %) TH V., KESFIILMETH 72 (66%) . TEA MM EH
X, WBFEBME 1| HE~15S HEOHIEKOY TORMHAA T OYEEOR—ZAT 4 b
DETH Tz, FERBKRADEFMMEB L, S5 FORBAOEEKA2T (TNSS=
B [T ®RER] . &, S oK, < LoA) OEFEMKE 1 AE~15 H
HREIDOSEEEDR—ZF A DB TH T, 3Ed 2 EDORBR» L . KF O 53
FI3ERICHSR, 12 MU EOEHMET LA —MRKBFICE T S EBEOER KO
TNSS ZHEICH D I HLZ RISl (RIKD4E25H)
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NASONEX

Section 1.6.2 Condition of Use in Foreign Countries (US)

F3:BHOLLZFHMUET LAXT—MAREEZNSR L LIBIELAEI 7T R REERIC
BT 5 NASONEX A&k o A &hik

BERE (EMIE) NR=z25 47 [R=z25 10, | F5ER15 | NASONEX
/N IR E 5 DAL DEAL 200 pg vs. 7
: BN REH | B REY | TR P
bt
|
NASONEX 200 pg 2.63 -0.64 -0.15 0.006
QD (N=176)
7R (N=175) 2.62 -0.49
AR 2
NASONEX 200 pg 2.62 -0.71 -0.31 <0.001
QD (N=168)
7R (N=164) 2.60 -0.40

TEREAIE. BEN O~ OSBERETHEARIT AT, 0ERL L. LIIBRECERD Y . 2 1IZHEEIERS

V. 3IFHEEDERDY & LT,

N ZREBEL P EIE, EE5EE, N— AT A U, KO center B E AV T, ANCOVA T LICE ST,

F 4 BHOLLZFHMUET LT —MAREEZ SR L LIZBIEAE 7T R R
B+ 5 NASONEX A&k @ TNSS (2B 585

BeHRE GEBI O R—25 47 | R=25 00 | T8RS | NASONEX
B /N TRl 5 DAL DEA 200 pg vs. 7
i BN ROEHE | B TRy | TR P
bt
R 1
NASONEX 200 pg 9.60 -2.68 -0.83 <0.001
QD (N=176)
75t R (N=175) 9.66 -1.85
AR 2
NASONEX 200 pug 9.39 -3.00 -1.27 <0.001
QD (N=168)
75 &R (N=164) 9.50 -1.73

"INSS 1% 4 DOBIOFER A 2T (S, 8, BEZH5FR,. < Lek) ofdtd Lz, MBOERIZLLT O A
a7 TR LA 0 ERZL, 1 ZREDCERS Y, 21 3FEEDERS Y, 3ITEEDERD Y,
TRONZREHME P EIE, EHE, N—2 T A UfE. L center 1 E & VT, ANCOVA EF VIZHS Ve,

INRBEIZB T 2 KA OB OB RICHKE DS, 12 MARWMOBEIZB T 5 FHMET L
F—RRICEET LAV T, KFNTHRA R ORREL O BE & REOFRMEE R L
= LHRER (14.2) W],

16. A&, RE K OHELY

[NASONEX /&i® 50 pgl ¥, HEDOEEHEZAR L 7ERNFEOX v v 7O
o, BROEBERY = F LA M THBIND, 20K MVIZITRA 17¢ BEEN
THY, Zhix 120 MMEFE S (1 BEFEHZH MF50 ug 25 ) ITHET 5,
(NDC0085-1288-01)
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NASONEX
Section 1.6.2 Condition of Use in Foreign Countries (US)

25°C (77°F) . 7272 L 15°C~ 30°C (59~ 86°F) O #u[fl (M USP, =iRk) TiHNSE
iz TRETDHZ L,

[NASONEX /i&iK 50 pgl ZMAELOLE0 HI5HE, WENEREHER ALICHTT
SARVEIICERT I, MM ORI O ~OBREIXMER W,

EABTICE<SIES Z &,
INRDOFIZEN WS ZAICRETHZ &,

17.  BEBx & EH

FDA KRB ORI LEHFEEZSZRDO Z L,
17.1  RATHY 72 S~ D%

ARG LTV DEEICE, &l (&) XOaFREELEECaERNEET S
AR OWTHbED Z &, W VHRYIEN BB T 2 bH 5, arFazxT o
A FIZAIGIRE Z 6T 2R H 5720, i, STREES. RO Fik. &2 0 idast
BERBRLEZBZFIT, TNORRBT2ECarFarsof FOBERNES 2RSS 2
L EELOMER EodrE (5.1) 2281, B3 L, A 2EHZATRICESE L2
WEOHEETDHZ &,

17.2  ®kARE K& YA P E

arFarTaf ROEND L VIERAZELGIZED . BNEXITZANEIRBLT 525
ENDHDHILEBEICHMOED, Mo T, SHAONELLIZEE, WOUTRRNE XX AN
DIREN D H2BEHECTHMBRE=F) VI RRETHDL, BEICK L, [NASONEX &
WS0pg) ZHICHEZLRWEHIEET LI L[ EEROHEH LoEE (5.2) 23R],

17.3 S

aNFaRrTuAf REREMHETHEEG I TS EEFEICR L, A% XL Lo o
WZOWTERMEDNH D Z 2@ L, MEOEREZ LN LI EETLIZ L, o,
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HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use
NASONEX safely and effectively. See full prescribing information
for NASONEX.

NASTONEX® (mometasone furoate monohydrate) Nasal Spray 50
mcg

Tcalculated on the anhydrous basis

Initial U.S. Approval: 1997

INDICATIONS AND USAGE

NASONEX is a corticosteroid indicated for:

1. Treatment of Nasal Symptoms of Allergic Rhinitis in patients 22
years of age (1.1)

2. Treatment of Nasal Congestion Associated with Seasonal Allergic
Rhinitis in patients 22 years of age (1.2)

3. Prophylaxis of Seasonal Allergic Rhinitis in patients 212 years of
age (1.3)

4. Treatment of Nasal Polyps in patients 218 years of age (1.4)

----------------------- DOSAGE AND ADMINISTRATION ----nermmemememcncnas

For Intranasal Use Only

¢ Treatment of Nasal Symptoms of Allergic Rhinitis (2.1)
Adults & Adolescents (12 yrs. and older): 2 sprays in each nostril
once daily
Children (2-11 yrs.): 1 spray in each nostril once daily

o Treatment of Nasal Congestion Associated with Seasonal Allergic
Rhinitis (2.2)
Adults & Adolescents (12 yrs. and older): 2 sprays in each nostril
once daily
Children (2-11 yrs.): 1 spray in each nostril once daily

e Prophylaxis of Seasonal Allergic Rhinitis (2.3)
Adults & Adolescents (12 yrs. and older): 2 sprays in each nostril
once daily

e Treatment of Nasal Polyps (2.4)

Adults (18 yrs. and older): 2 sprays in each nostril twice daily. 2 sprays
in each nostril once daily may also be effective in some patients.

--------------------- DOSAGE FORMS AND STRENGTHS ---------------------
Nasal Spray: 50 mcg of mometasone furoate in each 100-microliter
spray (3)

CONTRAINDICATIONS
Patients with known hypersensitivity to mometasone furoate or any of
the ingredients of NASONEX. (4)

----------------------- WARNINGS AND PRECAUTIONS ------------n-nmmmmoaee

o Epistaxis, nasal ulceration, Candida albicans infection, nasal septal
perforation, impaired wound healing. Monitor patients periodically for
signs of adverse effects on the nasal mucosa. Avoid use in patients
with recent nasal ulcers, nasal surgery, or nasal trauma. (5.1)

¢ Development of glaucoma or cataracts. Monitor patients closely with
a change in vision or with a history of increased intraocular
pressure, glaucoma, and/or cataracts. (5.2)

o Potential worsening of existing tuberculosis; fungal, bacterial, viral,
or parasitic infections; or ocular herpes simplex. More serious or
even fatal course of chickenpox or measles in suscept ble patients.
Use caution in patients with the above because of the potential for
worsening of these infections. (5.4)

¢ Hypercorticism and adrenal suppression with higher than
recommended dosages or at the regular dosage in susceptible
individuals. If such changes occur, discontinue NASONEX Nasal
Spray slowly. (5.5)

» Potential reduction in growth velocity in children. Monitor growth
routinely in pediatric patients receiving NASONEX Nasal Spray.
(5.6, 8.4)

ADVERSE REACTIONS
The most common adverse reactions (25%) included headache, viral
infection, pharyngitis, epistaxis and cough. (6)

To report SUSPECTED ADVERSE REACTIONS, contact Schering
Corporation, a subsidiary of Merck & Co., Inc., at 1- 800-526-4099
or FDA at 1-800-FDA-1088 or www.fda.gov/medwatch.

See 17 for PATIENT COUNSELING INFORMATION and FDA-
approved patient labeling.

Revised: January 2011
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FULL PRESCRIBING INFORMATION
1. INDICATIONS AND USAGE

1.1 Treatment of Allergic Rhinitis
NASONEX® Nasal Spray 50 mcg is indicated for the treatment of the nasal symptoms of seasonal allergic and perennial allergic rhinitis, in adults
and pediatric patients 2 years of age and older.

1.2 Treatment of Nasal Congestion Associated with Seasonal Allergic Rhinitis
NASONEX Nasal Spray 50 mcg is indicated for the relief of nasal congestion associated with seasonal allergic rhinitis, in adults and pediatric
patients 2 years of age and older.

1.3 Prophylaxis of Seasonal Allergic Rhinitis
NASONEX Nasal Spray 50 mcg is indicated for the prophylaxis of the nasal symptoms of seasonal allergic rhinitis in adult and adolescent
patients 12 years and older.

14 Treatment of Nasal Polyps
NASONEX Nasal Spray 50 mcg is indicated for the treatment of nasal polyps in patients 18 years of age and older.

2. DOSAGE AND ADMINISTRATION

Administer NASONEX Nasal Spray 50 mcg by the intranasal route only. Prior to initial use of NASONEX Nasal Spray, 50 mcg, the pump must be
primed by actuating ten times or until a fine spray appears. The pump may be stored unused for up to 1 week without repriming. If unused for more than
1 week, reprime by actuating two times, or until a fine spray appears.

21 Treatment of Allergic Rhinitis

Adults and Adolescents 12 Years of Age and Older:
The recommended dose for treatment of the nasal symptoms of seasonal allergic and perennial allergic rhinitis is 2 sprays (50 mcg of
mometasone furoate in each spray) in each nostril once daily (total daily dose of 200 mcg).

Children 2 to 11 Years of Age:
The recommended dose for treatment of the nasal symptoms of seasonal allergic and perennial allergic rhinitis is 1 spray (50 mcg of
mometasone furoate in each spray) in each nostril once daily (total daily dose of 100 mcg).

2.2 Treatment of Nasal Congestion Associated with Seasonal Allergic Rhinitis

Adults and Adolescents 12 Years of Age and Older:
The recommended dose for treatment of nasal congestion associated with seasonal allergic rhinitis is two sprays (50 mcg of mometasone
furoate in each spray) in each nostril once daily (total daily dose of 200 mcg).

Children 2 to 11 Years of Age:
The recommended dose for treatment of nasal congestion associated with seasonal allergic rhinitis is one spray (50 mcg of mometasone furoate
in each spray) in each nostril once daily (total daily dose of 100 mcg).

23 Prophylaxis of Seasonal Allergic Rhinitis

Adults and Adolescents 12 Years of Age and Older:
The recommended dose for prophylaxis treatment of nasal symptoms of seasonal allergic rhinitis is 2 sprays (50 mcg of mometasone furoate in
each spray) in each nostril once daily (total daily dose of 200 mcg).

In patients with a known seasonal allergen that precipitates nasal symptoms of seasonal allergic rhinitis, prophylaxis with NASONEX Nasal
Spray 50 mcg (200 mcg/day) is recommended 2 to 4 weeks prior to the anticipated start of the pollen season.

2.4 Treatment of Nasal Polyps

Adults 18 Years of Age and Older:

The recommended dose for the treatment of nasal polyps is 2 sprays (50 mcg of mometasone furoate in each spray) in each nostril twice daily
(total daily dose of 400 mcg). A dose of 2 sprays (50 mcg of mometasone furoate in each spray) in each nostril once daily (total daily dose of 200 mcg) is
also effective in some patients.

3. DOSAGE FORMS AND STRENGTHS
NASONEX Nasal Spray 50 mcg is a metered-dose, manual pump spray unit containing an aqueous suspension of mometasone furoate
monohydrate equivalent to 0.05% w/w mometasone furoate calculated on the anhydrous basis.

After initial priming (10 actuations), each actuation of the pump delivers a metered spray containing 100 mg or 100 microliter of suspension

containing mometasone furoate monohydrate equivalent to 50 mcg of mometasone furoate calculated on the anhydrous basis. Each bottle of NASONEX
Nasal Spray 50 mcg provides 120 sprays.

4. CONTRAINDICATIONS
NASONEX Nasal Spray is contraindicated in patients with known hypersensitivity to mometasone furoate or any of its ingredients.
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5. WARNINGS AND PRECAUTIONS

51 Local Nasal Effects

Epistaxis
In clinical studies, epistaxis was observed more frequently in patients with allergic rhinitis with NASONEX Nasal Spray than those who received
placebo [see Adverse Reactions (6)].

Candida Infection

In clinical studies with NASONEX Nasal Spray 50 mcg, the development of localized infections of the nose and pharynx with Candida albicans
has occurred. When such an infection develops, use of NASONEX Nasal Spray 50 mcg should be discontinued and appropriate local or systemic
therapy instituted, if needed.

Nasal Septum Perforation

Instances of nasal septum perforation have been reported following the intranasal application of corticosteroids. As with any long-term topical
treatment of the nasal cavity, patients using NASONEX Nasal Spray 50 mcg over several months or longer should be examined periodically for possible
changes in the nasal mucosa.

Impaired Wound Healing
Because of the inhibitory effect of corticosteroids on wound healing, patients who have experienced recent nasal septum ulcers, nasal surgery,
or nasal trauma should not use a nasal corticosteroid until healing has occurred.

5.2 Glaucoma and Cataracts
Nasal and inhaled corticosteroids may result in the development of glaucoma and/or cataracts. Therefore, close monitoring is warranted in
patients with a change in vision or with a history of increased intraocular pressure, glaucoma, and/or cataracts.

Glaucoma and cataract formation was evaluated in one controlled study of 12 weeks’ duration and one uncontrolled study of 12 months’ duration
in patients treated with NASONEX Nasal Spray, 50 mcg at 200 mcg/day, using intraocular pressure measurements and slit lamp examination. No
significant change from baseline was noted in the mean intraocular pressure measurements for the 141 NASONEX-treated patients in the 12-week
study, as compared with 141 placebo-treated patients. No individual NASONEX-treated patient was noted to have developed a significant elevation in
intraocular pressure or cataracts in this 12-week study. Likewise, no significant change from baseline was noted in the mean intraocular pressure
measurements for the 139 NASONEX-treated patients in the 12-month study and again, no cataracts were detected in these patients. Nonetheless,
nasal and inhaled corticosteroids have been associated with the development of glaucoma and/or cataracts.

5.3 Hypersensitivity Reactions
Hypersensitivity reactions including instances of wheezing may occur after the intranasal administration of mometasone furoate monohydrate.
Discontinue Nasonex Nasal Spray if such reactions occur [see Contraindications (4)].

5.4 Immunosuppression

Persons who are on drugs which suppress the immune system are more susceptible to infections than healthy individuals. Chickenpox and
measles, for example, can have a more serious or even fatal course in nonimmune children or adults on corticosteroids. In such children or adults who
have not had these diseases, particular care should be taken to avoid exposure. How the dose, route, and duration of corticosteroid administration affect
the risk of developing a disseminated infection is not known. The contr bution of the underlying disease and/or prior corticosteroid treatment to the risk is
also not known. If exposed to chickenpox, prophylaxis with varicella zoster immune globin (VZIG) may be indicated. If exposed to measles, prophylaxis
with pooled intramuscular immunoglobulin (IG) may be indicated. (See the respective package inserts for complete VZIG and |G prescribing
information.) If chickenpox develops, treatment with antiviral agents may be considered.

Corticosteroids should be used with caution, if at all, in patients with active or quiescent tuberculous infection of the respiratory tract, or in
untreated fungal, bacterial, systemic viral infections, or ocular herpes simplex because of the potential for worsening of these infections.

55 Hypothalamic-Pituitary-Adrenal Axis Effect

Hypercorticism and Adrenal Suppression

When intranasal steroids are used at higher than recommended dosages or in susceptible individuals at recommended dosages, systemic
corticosteroid effects such as hypercorticism and adrenal suppression may appear. If such changes occur, the dosage of Nasonex Nasal Spray should
be discontinued slowly, consistent with accepted procedures for discontinuing oral corticosteroid therapy.

5.6 Effect on Growth

Corticosteroids may cause a reduction in growth velocity when administered to pediatric patients. Monitor the growth routinely of pediatric
patients receiving NASONEX Nasal Spray. To minimize the systemic effects of intranasal corticosteroids, including NASONEX Nasal Spray, titrate each
patient’s dose to the lowest dosage that effectively controls his/her symptoms [see Use in Specific Populations (8.4)].

6. ADVERSE REACTIONS
Systemic and local corticosteroid use may result in the following:
. Epistaxis, ulcerations, Candida albicans infection, impaired wound healing [see Warnings and Precautions (5.1)]
. Cataracts and glaucoma [see Warnings and Precautions (5.2)]
. Immunosuppression [see Warnings and Precautions (5.4)]
e  Hypothalamic-pituitary-adrenal (HPA) axis effects, including growth reduction [see Warnings and Precautions (5.5, 5.6), Use in Specific
Populations (8.4)]

6.1 Clinical Trials Experience
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Because clinical trials are conducted under widely varying conditions, adverse reaction rates observed in the clinical trials of a drug cannot be
directly compared to rates in the clinical trials of another drug and may not reflect the rates observed in practice.

Allergic Rhinitis

Adults and adolescents 12 years of age and older

In controlled US and international clinical studies, a total of 3210 adult and adolescent patients 12 years and older with allergic rhinitis received
treatment with NASONEX Nasal Spray 50 mcg at doses of 50 to 800 mcg/day. The majority of patients (n = 2103) were treated with 200 mcg/day. A
total of 350 adult and adolescent patients have been treated for one year or longer. Adverse events did not differ significantly based on age, sex, or race.
Four percent or less of patients in clinical trials discontinued treatment because of adverse events and the discontinuation rate was similar for the vehicle
and active comparators.

All adverse events (regardless of relationship to treatment) reported by 5% or more of adult and adolescent patients ages 12 years and older
who received NASONEX Nasal Spray 50 mcg, 200 mcg/day vs. placebo and that were more common with NASONEX Nasal Spray 50 mcg than
placebo, are displayed in TABLE 1 below.

TABLE 1: ADULT AND ADOLESCENT PATIENTS 12 YEARS AND OLDER — ADVERSE EVENTS FROM CONTROLLED CLINICAL TRIALS IN
SEASONAL ALLERGIC AND PERENNIAL ALLERGIC RHINITIS (PERCENT OF PATIENTS REPORTING)

NASONEX VEHICLE
200 mcg PLACEBO
(n=2103) (n=1671)
Headache 26 22
Viral Infection 14 11
Pharyngitis 12 10
Epistaxis/Blood-Tinged
Mucus 11 6
Coughing 7 6
Upper Respiratory Tract
Infection 6 2
Dysmenorrhea 5 3
Musculoskeletal Pain
5 3
Sinusitis 5 3

Other adverse events which occurred in less than 5% but greater than or equal to 2% of adult and adolescent patients (ages 12 years and older)
treated with NASONEX Nasal Spray 50 mcg, 200-mcg/day (regardless of relationship to treatment), and more frequently than in the placebo group
included: arthralgia, asthma, bronchitis, chest pain, conjunctivitis, diarrhea, dyspepsia, earache, flu-l ke symptoms, myalgia, nausea, and rhinitis.

Pediatric patients <12 years of age

In controlled US and international studies, a total of 990 pediatric patients (ages 3 to 11 years) with allergic rhinitis received treatment with
NASONEX Nasal Spray 50 mcg, at doses of 25 to 200 mcg/day. The majority of pediatric patients (n = 720) were treated with 100 mcg/day. A total of
163 pediatric patients have been treated for one year or longer. Two percent or less of patients in clinical trials who received NASONEX Nasal Spray 50
mcg discontinued treatment because of adverse events and the discontinuation rate was similar for the placebo and active comparators.

Adverse events which occurred in 25% of pediatric patients (ages 3 to 11 years) treated with NASONEX Nasal Spray 50 mcg, 100 mcg/day vs.
placebo (regardless of relationship to treatment) and more frequently than in the placebo group included upper respiratory tract infection (5% in
NASONEX Nasal Spray 50 mcg group vs. 4% in placebo) and vomiting (5% in NASONEX Nasal Spray 50 mcg group vs. 4% in placebo).

Other adverse events which occurred in less than 5% but greater than or equal to 2% of pediatric patients (ages 3 to 11 years) treated
NASONEX Nasal Spray 50 mcg, 100 mcg/day vs. placebo (regardless of relationship to treatment) and more frequently than in the placebo group
included: diarrhea, nasal irritation, otitis media, and wheezing.

The adverse event (regardless of relationship to treatment) reported by 5% of pediatric patients ages 2 to 5 years who received NASONEX
Nasal Spray, 50 mcg, 100 mcg/day in a clinical trial vs. placebo including 56 subjects (28 each NASONEX Nasal Spray, 50 mcg and placebo) and that
was more common with NASONEX Nasal Spray, 50 mcg than placebo, included: upper respiratory tract infection (7% vs. 0%, respectively). The other
adverse event which occurred in less than 5% but greater than or equal to 2% of mometasone furoate pediatric patients ages 2 to 5 years treated with
100 mcg doses vs. placebo (regardless of relationship to treatment) and more frequently than in the placebo group included: skin trauma.

Nasal Polyps

Adults 18 years of age and older

In controlled clinical studies, the types of adverse events observed in patients with nasal polyps were similar to those observed for patients with
allergic rhinitis. A total of 594 adult patients (ages 18 to 86 years) received NASONEX Nasal Spray 50 mcg at doses of 200 mcg once or twice daily for
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up to 4 months for treatment of nasal polyps. The overall incidence of adverse events for patients treated with NASONEX Nasal Spray 50 mcg was
comparable to patients with the placebo except for epistaxis, which was 9% for 200 mcg once daily, 13% for 200 mcg twice daily, and 5% for the
placebo.

Nasal ulcers and nasal and oral candidiasis were also reported in patients treated with NASONEX Nasal Spray 50 mcg primarily in patients
treated for longer than 4 weeks.

Nasal Congestion Associated with Seasonal Allergic Rhinitis

A total of 1008 patients aged 12 years and older received NASONEX Nasal Spray 50 mcg 200 mcg/day (n = 506) or placebo (n = 502) for 15
days. Adverse events that occurred more frequently in patients treated with NASONEX Nasal Spray 50 mcg than in patients with the placebo included
sinus headache (1.2% in NASONEX Nasal Spray 50 mcg group vs. 0.2% in placebo) and epistaxis (1% in NASONEX Nasal Spray 50 mcg group vs.
0.2% in placebo) and the overall adverse event profile was similar to that observed in the other allergic rhinitis trials.

6.2 Post-Marketing Experience

The following adverse reactions have been identified during the post-marketing period for NASONEX Nasal Spray 50 mcg: nasal burning and
irritation, anaphylaxis and angioedema, disturbances in taste and smell and nasal septal perforation. Because these reactions are reported voluntarily
from a population of uncertain size, it is not always possible to reliably estimate their frequency or establish a causal relationship to drug exposure.

7. DRUG INTERACTIONS
No formal drug-drug interaction studies have been conducted with NASONEX Nasal Spray 50 mcg.

Inhibitors of Cytochrome P450 3A4: Studies have shown that mometasone furoate is primarily and extensively metabolized in the liver of all
species investigated and undergoes extensive metabolism to multiple metabolites. In vitro studies have confirmed the primary role of cytochrome CYP
3A4 in the metabolism of this compound. Coadministration with ketoconazole, a potent CYP 3A4 inhibitor, may increase the plasma concentrations of
mometasone furoate [see Clinical Pharmacology (12.3)].

8. USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

Teratogenic Effects: Pregnancy Category C: There are no adequate and well-controlled studies in pregnant women. NASONEX Nasal Spray 50 mcg,
like other corticosteroids, should be used during pregnancy only if the potential benefits justify the potential risk to the fetus. Experience with oral
corticosteroids since their introduction in pharmacologic, as opposed to physiologic, doses suggests that rodents are more prone to teratogenic effects
from corticosteroids than humans. In addition, because there is a natural increase in corticosteroid production during pregnancy, most women will
require a lower exogenous corticosteroid dose and many will not need corticosteroid treatment during pregnancy.

In mice, mometasone furoate caused cleft palate at subcutaneous doses (less than the MRDID in adults on a mcg/m2 basis). Fetal survival was
reduced at approximately 2 times the MRDID in adults on a mcg/m? basis. No toxicity was observed at less than the MRDID in adults on a mcg/m? basis.

In rats, mometasone furoate produced umbilical hernia at topical dermal doses approximately 10 times the MRDID in adults on a mcg/m? basis.
A topical dermal dose approximately 6 times the MRDID in adults on a mcg/m2 basis produced delays in ossification, but no malformations.

In rabbits, mometasone furoate caused multiple malformations (e.g., flexed front paws, gallbladder agenesis, umbilical hernia, and hydrocephaly)
at topical dermal doses approximately 6 times the MRDID in adults on a mcg/m2 basis. In an oral study, mometasone furoate increased resorptions and
caused cleft palate and/or head malformations (hydrocephaly or domed head) at approximately 30 times the MRDID in adults on a mcg/m? basis. At
approximately 110 times the MRDID in adults on a mcg/m2 basis, most litters were aborted or resorbed. No toxicity was observed at approximately 6
times the MRDID in adults on a mcg/m2 basis.

When rats received subcutaneous doses of mometasone furoate throughout pregnancy or during the later stages of pregnancy, a dose less than
the MRDID in adults on a mcg/m2 basis caused prolonged and difficult labor and reduced the number of live births, birth weight, and early pup survival.

Nonteratogenic Effects: Hypoadrenalism may occur in infants born to women receiving corticosteroids during pregnancy. Such infants should
be carefully monitored.

8.3 Nursing Mothers
It is not known if mometasone furoate is excreted in human mi k. Because other corticosteroids are excreted in human milk, caution should be
used when NASONEX Nasal Spray, 50 mcg is administered to nursing women.

8.4 Pediatric Use

The safety and effectiveness of NASONEX Nasal Spray 50 mcg for allergic rhinitis in children 12 years of age and older have been established
[see Adverse Reactions (6.1) and Clinical Studies (14.1)]. Use of NASONEX Nasal Spray 50 mcg for allergic rhinitis in pediatric patients 2 to 11 years of
age is supported by safety and efficacy data from clinical studies. Seven hundred and twenty (720) patients 3 to 11 years of age with allergic rhinitis
were treated with mometasone furoate nasal spray 50 mcg (100 mcg total daily dose) in controlled clinical trials [see Adverse Reactions (6.1) and
Clinical Studies (14.2)]. Twenty-eight (28) patients 2 to 5 years of age with allergic rhinitis were treated with mometasone furoate nasal spray 50 mcg
(100 mcg total daily dose) in a controlled trial to evaluate safety [see Adverse Reactions (6.1)]. Safety and effectiveness of Nasonex Nasal Spray 50 mcg
for allergic rhinitis in children less than 2 years of age have not been established.

The safety and effectiveness of Nasonex Nasal Spray for the treatment of nasal polyps in children less than 18 years of age have not been
established. One 4-month trial was conducted to evaluate the safety and efficacy of Nasonex in the treatment of nasal polyps in pediatric patients 6 to 17
years of age. The primary objective of the study was to evaluate safety; efficacy parameters were collected as secondary endpoints. A total of 127
patients with nasal polyps were randomized to placebo or Nasonex Nasal Spray 100 mcg once or twice daily (patients 6 to 11 years of age) or 200 mcg
once or twice daily (patients 12 to 17 years of age). The results of this trial did not support the efficacy of Nasonex Nasal Spray in the treatment of nasal
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polyps in pediatric patients. The adverse events reported in this trial were similar to the adverse events reported in patients 18 years of age and older
with nasal polyps.

Controlled clinical studies have shown intranasal corticosteroids may cause a reduction in growth velocity in pediatric patients. This effect has
been observed in the absence of laboratory evidence of hypothalamic-pituitary-adrenal (HPA) axis suppression, suggesting that growth velocity is a
more sensitive indicator of systemic corticosteroid exposure in pediatric patients than some commonly used tests of HPA axis function. The long-term
effects of this reduction in growth velocity associated with intranasal corticosteroids, including the impact on final adult height, are unknown. The
potential for “catch up” growth following discontinuation of treatment with intranasal corticosteroids has not been adequately studied. The growth of
pediatric patients receiving intranasal corticosteroids, including NASONEX Nasal Spray, 50 mcg, should be monitored routinely (e.g., via stadiometry).
The potential growth effects of prolonged treatment should be weighed against clinical benefits obtained and the availability of safe and effective
noncorticosteroid treatment alternatives. To minimize the systemic effects of intranasal corticosteroids, including NASONEX Nasal Spray, 50 mcg, each
patient should be titrated to his/her lowest effective dose.

A clinical study to assess the effect of NASONEX Nasal Spray 50 mcg (100 mcg total daily dose) on growth velocity has been conducted in
pediatric patients 3 to 9 years of age with allergic rhinitis. No statistically significant effect on growth velocity was observed for NASONEX Nasal Spray
50 mcg compared to placebo following one year of treatment. No evidence of clinically relevant HPA axis suppression was observed following a 30-
minute cosyntropin infusion.

The potential of NASONEX Nasal Spray 50 mcg to cause growth suppression in susceptible patients or when given at higher doses cannot be
ruled out.

8.5 Geriatric Use

A total of 280 patients above 64 years of age with allergic rhinitis or nasal polyps (age range 64 to 86 years) have been treated with NASONEX
Nasal Spray 50 mcg for up to 3 or 4 months, respectively. The adverse reactions reported in this population were similar in type and incidence to those
reported by younger patients.

8.6 Hepatic Impairment
Concentrations of mometasone furoate appear to increase with severity of hepatic impairment [see Clinical Pharmacology (12.3)]

10. OVERDOSAGE

There are no data available on the effects of acute or chronic overdosage with NASONEX Nasal Spray 50 mcg. Because of low systemic bioavailability,
and an absence of acute drug-related systemic findings in clinical studies, overdose is unl kely to require any therapy other than observation. Intranasal
administration of 1600 mcg (4 times the recommended dose of NASONEX Nasal Spray 50 mcg for the treatment of nasal polyps in patients 18 years of
age and older) daily for 29 days, to healthy human volunteers, showed no increased incidence of adverse events. Single intranasal doses up to 4000
mcg and oral inhalation doses up to 8000 mcg have been studied in human volunteers with no adverse effects reported. Chronic over dosage with any
corticosteroid may result in signs or symptoms of hypercorticism [see Warnings and Precautions (5.4)]. Acute overdosage with this dosage form is

unl kely since one bottle of NASONEX Nasal Spray 50 mcg contains approximately 8500 mcg of mometasone furoate.

11. DESCRIPTION

Mometasone furoate monohydrate, the active component of NASONEX Nasal Spray, 50 mcg, is an anti-inflammatory corticosteroid having the
chemical name, 9,21-Dichloro-11R,17-dihydroxy-16a-methylpregna-1,4-diene-3,20-dione17-(2 furoate) monohydrate, and the following chemical
structure:
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Mometasone furoate monohydrate is a white powder, with an empirical formula of C,7H30,C20¢*H20, and a molecular weight of 539.45. It is
practically insoluble in water; slightly soluble in methanol, ethanol, and isopropanol; soluble in acetone and chloroform; and freely soluble in
tetrahydrofuran. Its partition coefficient between octanol and water is greater than 5000.

NASONEX Nasal Spray 50 mcg is a metered-dose, manual pump spray unit containing an aqueous suspension of mometasone furoate
monohydrate equivalent to 0.05% w/w mometasone furoate calculated on the anhydrous basis; in an aqueous medium containing glycerin,
microcrystalline cellulose and carboxymethylcellulose sodium, sodium citrate, citric acid, benzalkonium chloride, and polysorbate 80. The pH is between
4.3 and 4.9.

12. CLINICAL PHARMACOLOGY
12.1 Mechanism of Action

NASONEX Nasal Spray 50 mcg is a corticosteroid demonstrating potent anti-inflammatory properties. The precise mechanism of corticosteroid
action on allergic rhinitis is not known. Corticosteroids have been shown to have a wide range of effects on multiple cell types (e.g., mast cells,
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eosinophils, neutrophils, macrophages, and lymphocytes) and mediators (e.g., histamine, eicosanoids, leukotrienes, and cytokines) involved in
inflammation.

In two clinical studies utilizing nasal antigen challenge, NASONEX Nasal Spray, 50 mcg decreased some markers of the early- and late-phase
allergic response. These observations included decreases (vs. placebo) in histamine and eosinophil cationic protein levels, and reductions (vs. baseline)
in eosinophils, neutrophils, and epithelial cell adhesion proteins. The clinical significance of these findings is not known.

The effect of NASONEX Nasal Spray, 50 mcg on nasal mucosa following 12 months of treatment was examined in 46 patients with allergic
rhinitis. There was no evidence of atrophy and there was a marked reduction in intraepithelial eosinophilia and inflammatory cell infiltration (e.g.,
eosinophils, lymphocytes, monocytes, neutrophils, and plasma cells).

12.2 Pharmacodynamics

Adrenal Function in Adults: Four clinical pharmacology studies have been conducted in humans to assess the effect of NASONEX Nasal Spray,
50 mcg at various doses on adrenal function. In one study, daily doses of 200 and 400 mcg of NASONEX Nasal Spray, 50 mcg and 10 mg of prednisone
were compared to placebo in 64 patients (22 to 44 years of age) with allergic rhinitis. Adrenal function before and after 36 consecutive days of treatment
was assessed by measuring plasma cortisol levels following a 6-hour Cortrosyn (ACTH) infusion and by measuring 24-hour urinary free cortisol levels.
NASONEX Nasal Spray, 50 mcg, at both the 200- and 400-mcg dose, was not associated with a statistically significant decrease in mean plasma
cortisol levels post-Cortrosyn infusion or a statistically significant decrease in the 24-hour urinary free cortisol levels compared to placebo. A statistically
significant decrease in the mean plasma cortisol levels post-Cortrosyn infusion and 24-hour urinary free cortisol levels was detected in the prednisone
treatment group compared to placebo.

A second study assessed adrenal response to NASONEX Nasal Spray, 50 mcg (400 and 1600 mcg/day), prednisone (10 mg/day), and placebo,
administered for 29 days in 48 male volunteers (21 to 40 years of age). The 24-hour plasma cortisol area under the curve (AUCq.24), during and after an
8-hour Cortrosyn infusion and 24-hour urinary free cortisol levels were determined at baseline and after 29 days of treatment. No statistically significant
differences in adrenal function were observed with NASONEX Nasal Spray, 50 mcg compared to placebo.

A third study evaluated single, rising doses of NASONEX Nasal Spray, 50 mcg (1000, 2000, and 4000 mcg/day), orally administered
mometasone furoate (2000, 4000, and 8000 mcg/day), orally administered dexamethasone (200, 400, and 800 mcg/day), and placebo (administered at
the end of each series of doses) in 24 male volunteers (22 to 39 years of age). Dose administrations were separated by at least 72 hours. Determination
of serial plasma cortisol levels at 8 AM and for the 24-hour period following each treatment were used to calculate the plasma cortisol area under the
curve (AUCq.4). In addition, 24-hour urinary free cortisol levels were collected prior to initial treatment administration and during the period immediately
following each dose. No statistically significant decreases in the plasma cortisol AUC, 8 AM cortisol levels, or 24-hour urinary free cortisol levels were
observed in volunteers treated with either NASONEX Nasal Spray, 50 mcg or oral mometasone, as compared with placebo treatment. Conversely,
nearly all volunteers treated with the three doses of dexamethasone demonstrated abnormal 8 AM cortisol levels (defined as a cortisol level <10
mcg/dL), reduced 24-hour plasma AUC values, and decreased 24-hour urinary free cortisol levels, as compared to placebo treatment.

In a fourth study, adrenal function was assessed in 213 patients (18 to 81 years of age) with nasal polyps before and after 4 months of treatment
with either NASONEX Nasal Spray, 50 mcg, (200 mcg once or twice daily) or placebo by measuring 24-hour urinary free cortisol levels. NASONEX
Nasal Spray, 50 mcg, at both doses (200 and 400 mcg/day), was not associated with statistically significant decreases in the 24-hour urinary free cortisol
levels compared to placebo.

Three clinical pharmacology studies have been conducted in pediatric patients to assess the effect of mometasone furoate nasal spray on the
adrenal function at daily doses of 50, 100, and 200 mcg vs. placebo. In one study, adrenal function before and after 7 consecutive days of treatment was
assessed in 48 pediatric patients with allergic rhinitis (ages 6 to 11 years) by measuring morning plasma cortisol and 24-hour urinary free cortisol levels.
Mometasone furoate nasal spray, at all three doses, was not associated with a statistically significant decrease in mean plasma cortisol levels or a
statistically significant decrease in the 24-hour urinary free cortisol levels compared to placebo. In the second study, adrenal function before and after 14
consecutive days of treatment was assessed in 48 pediatric patients (ages 3 to 5 years) with allergic rhinitis by measuring plasma cortisol levels
following a 30-minute Cortrosyn infusion. Mometasone furoate nasal spray, 50 mcg, at all three doses (50, 100, and 200 mcg/day), was not associated
with a statistically significant decrease in mean plasma cortisol levels post-Cortrosyn infusion compared to placebo. All patients had a normal response
to Cortrosyn. In the third study, adrenal function before and after up to 42 consecutive days of once-daily treatment was assessed in 52 patients with
allergic rhinitis (ages 2 to 5 years), 28 of whom received mometasone furoate nasal spray, 50 mcg per nostril (total daily dose 100 mcg), by measuring
morning plasma cortisol and 24-hour urinary free cortisol levels. Mometasone furoate nasal spray was not associated with a statistically significant
decrease in mean plasma cortisol levels or a statistically significant decrease in the 24-hour urinary free cortisol levels compared to placebo.

12.3 Pharmacokinetics

Absorption:

Mometasone furoate monohydrate administered as a nasal spray suspension has very low bioavailability (<1%) in plasma using a sensitive
assay with a lower quantitation limit (LOQ) of 0.25 pcg/mL.

Distribution:
The in vitro protein binding for mometasone furoate was reported to be 98% to 99% in concentration range of 5 to 500 ng/mL.

Metabolism:

Studies have shown that any portion of a mometasone furoate dose which is swallowed and absorbed undergoes extensive metabolism to
multiple metabolites. There are no major metabolites detectable in plasma. Upon in vitro incubation, one of the minor metabolites formed is 6R}-hydroxy-
mometasone furoate. In human liver microsomes, the formation of the metabolite is regulated by cytochrome P-450 3A4 (CYP3A4).

Elimination:
Following intravenous administration, the effective plasma elimination half-life of mometasone furoate is 5.8 hours. Any absorbed drug is
excreted as metabolites mostly via the bile, and to a limited extent, into the urine.

Specific Populations:

Hepatic Impairment: Administration of a single inhaled dose of 400 mcg mometasone furoate to subjects with mild (n=4), moderate (n=4), and
severe (n=4) hepatic impairment resulted in only 1 or 2 subjects in each group having detectable peak plasma concentrations of mometasone furoate
(ranging from 50 to 105 pcg/mL). The observed peak plasma concentrations appear to increase with severity of hepatic impairment, however, the
numbers of detectable levels were few.
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Renal Impairment: The effects of renal impairment on mometasone furoate pharmacokinetics have not been adequately investigated.
Pediatric: Mometasone furoate pharmacokinetics have not been investigated in the pediatric population [see Use in Specific Populations (8.4)].
Gender: The effects of gender on mometasone furoate pharmacokinetics have not been adequately investigated.

Race: The effects of race on mometasone furoate pharmacokinetics have not been adequately investigated.

Drug-Drug Interactions:

Inhibitors of Cytochrome P450 3A4: In a drug interaction study, an inhaled dose of mometasone furoate 400 mcg was given to 24 healthy
subjects twice daily for 9 days and ketoconazole 200 mg (as well as placebo) were given twice daily concomitantly on Days 4 to 9. Mometasone furoate
plasma concentrations were <150 pcg/mL on Day 3 prior to coadministration of ketoconazole or placebo. Following concomitant administration of
ketoconazole, 4 out of 12 subjects in the ketoconazole treatment group (n=12) had peak plasma concentrations of mometasone furoate >200 pcg/mL on
Day 9 (211-324 pcg/mL).

13. NONCLINICAL TOXICOLOGY

13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility

In a 2-year carcinogenicity study in Sprague Dawley rats, mometasone furoate demonstrated no statistically significant increase in the incidence
of tumors at inhalation doses up to 67 mcg/kg (approximately 1 and 2 times the maximum recommended daily intranasal dose [MRDID] in adults [400
mcg] and children [100 mcg], respectively, on a mcg/m? basis). In a 19-month carcinogenicity study in Swiss CD-1 mice, mometasone furoate
demonstrated no statistically significant i |ncrease in the incidence of tumors at inhalation doses up to 160 mcg/kg (approximately 2 times the MRDID in
adults and children, respectively, on a mcg/m basis).

Mometasone furoate increased chromosomal aberrations in an in vitro Chinese hamster ovary-cell assay, but did not increase chromosomal
aberrations in an in vitro Chinese hamster lung cell assay. Mometasone furoate was not mutagenic in the Ames test or mouse-lymphoma assay, and
was not clastogenic in an in vivo mouse micronucleus assay and a rat bone marrow chromosomal aberration assay or a mouse male germ-cell
chromosomal aberration assay. Mometasone furoate also did not induce unscheduled DNA synthesis in vivo in rat hepatocytes.

In reg)roductwe studies in rats, impairment of fertility was not produced by subcutaneous doses up to 15 mcg/kg (less than the MRDID in adults
on a mcg/m® basis).

13.2 Animal Toxicology and/or Pharmacology

Reproduction Toxicology Studies

In mice, mometasone furoate caused cleft palate at subcutaneous doses of 60 mcg/kg and above Sless than the MRDID in adults on a mcg/m?
basis). Fetal survival was reduced at 180 mcg/kg (approximately 2 times the MRDID in adults on a mcg/m~ basis). No toxicity was observed at 20 mcg/kg
(less than the MRDID in adults on a mcg/m? basis).

In rats, mometasone furoate produced umbilical hernia at topical dermal doses of 600 mcg/kg and above (approximately 10 times the MRDID in
adults on a mcg/m?basis). A dose of 300 mcg/kg (approximately 6 times the MRDID in adults on a mcg/m? basis) produced delays in ossification, but no
malformations. In rabbits, mometasone furoate caused multiple malformations (e.g., flexed front paws, gallbladder agenesns umbilical hernia,
hydrocephaly) at topical dermal doses of 150 mcg/kg and above (approximately 6 times the MRDID in adults on a mcg/m?basis). In an oral study,
mometasone furoate increased resorptions and caused cleft palate and/or head malformations (hydrocephaly or domed head) at 700 mcg/kg
(approximately 30 times the MRDID in adults on a mcg/m? basis). At 2800 mcg/kg (approximately 110 times the MRDID in adults on a mcg/m basis),
most litters were aborted or resorbed. No toxicity was observed at 140 mcg/kg (approximately 6 times the MRDID in adults on a mcg/m basis).

When rats received subcutaneous doses of mometasone furoate throughout pregnancy or during the later stages of pregnancy, 15 mcg/kg (less
than the MRDID in adults on a mcg/m basis) caused prolonged and difficult labor and reduced the number of live births, birth weight, and early pup
survival. Similar effects were not observed at 7.5 mcg/kg (less than the MRDID in adults on a mcg/m basis).

14. CLINICAL STUDIES

14.1  Allergic Rhinitis in Adults and Adolescents

The efficacy and safety of NASONEX Nasal Spray, 50 mcg in the prophylaxis and treatment of seasonal allergic rhinitis and the treatment of
perennial allergic rhinitis have been evaluated in 18 controlled trials, and one uncontrolled clinical trial, in approximately 3000 adults (ages 17 to 85
years) and adolescents (ages 12 to 16 years). Of the total number of patients, there were 1757 males and 1453 females, including a total of 283
adolescents (182 boys and 101 girls) with seasonal allergic or perennial allergic rhinitis. Patients were treated with NASONEX Nasal Spray 50 mcg at
doses ranging from 50 to 800 mcg/day. The majority of patients were treated with 200 mcg/day. The allergic rhinitis trials evaluated the total nasal
symptom scores that included stuffiness, rhinorrhea, itching, and sneezing. Patients treated with NASONEX Nasal Spray 50 mcg, 200 mcg/day had a
statistically significant decrease in total nasal symptom scores compared to placebo-treated patients. No additional benefit was observed for
mometasone furoate doses greater than 200 mcg/day. A total of 350 patients have been treated with NASONEX Nasal Spray 50 mcg for 1 year or
longer.

In patients with seasonal allergic rhinitis, NASONEX Nasal Spray 50 mcg, demonstrated improvement in nasal symptoms (vs. placebo) within 11
hours after the first dose based on one single-dose, parallel-group study of patients in an outdoor “park” setting (park study) and one environmental
exposure unit (EEU) study, and within 2 days in two randomized, double-blind, placebo-controlled, parallel-group seasonal allergic rhinitis studies.
Maximum benefit is usually achieved within 1 to 2 weeks after initiation of dosing.

Prophylaxis of seasonal allergic rhinitis for patients 12 years of age and older with NASONEX Nasal Spray 50 mcg, given at a dose of 200
mcg/day, was evaluated in two clinical studies in 284 patients. These studies were designed such that patients received 4 weeks of prophylaxis with
NASONEX Nasal Spray 50 mcg prior to the anticipated onset of the pollen season; however, some patients received only 2 to 3 weeks of prophylaxis.
Patients receiving 2 to 4 weeks of prophylaxis with NASONEX Nasal Spray 50 mcg demonstrated a statistically significantly smaller mean increase in
total nasal symptom scores with onset of the pollen season as compared to placebo patients.
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14.2  Allergic Rhinitis in Pediatrics

The efficacy and safety of NASONEX Nasal Spray 50 mcg in the treatment of seasonal allergic and perennial allergic rhinitis in pediatric patients
(ages 3 to 11 years) have been evaluated in four controlled trials. This included approximately 990 pediatric patients ages 3 to 11 years (606 males and
384 females) with seasonal allergic or perennial allergic rhinitis treated with mometasone furoate nasal spray at doses ranging from 25 to 200 mcg/day.
Pediatric patients treated with NASONEX Nasal Spray 50 mcg (100 mcg total daily dose, 374 patients) had a significant decrease in total nasal symptom
(nasal congestion, rhinorrhea, itching, and sneezing) scores, compared to placebo-treated patients. No additional benefit was observed for the 200-mcg
mometasone furoate total daily dose in pediatric patients (ages 3 to 11 years). A total of 163 pediatric patients have been treated for 1 year.

14.3 Nasal Polyps in Adults 18 Years of Age and Older

Two studies were performed to evaluate the efficacy and safety of NASONEX Nasal Spray in the treatment of nasal polyps. These studies
involved 664 patients with nasal polyps, 441 of whom received NASONEX Nasal Spray. These studies were randomized, double-blind, placebo-
controlled, parallel-group, multicenter studies in patients 18 to 86 years of age with bilateral nasal polyps. Patients were randomized to receive
NASONEX Nasal Spray 200 mcg once daily, 200 mcg twice daily or placebo for a period of 4 months. The co-primary efficacy endpoints were 1) change
from baseline in nasal congestion/obstruction averaged over the first month of treatment; and 2) change from baseline to last assessment in bilateral
polyp grade during the entire 4 months of treatment as assessed by endoscopy. Efficacy was demonstrated in both studies at a dose of 200 mcg twice
daily and in one study at a dose of 200 mcg once a day (see TABLE 2 below).

TABLE 2: EFFECT OF NASONEX NASAL SPRAY IN TWO RANDOMIZED, PLACEBO-CONTROLLED TRIALS IN PATIENTS WITH NASAL

POLYPS
NASONEX NASONEX 200 Placebo P value for P value for
200 mcg bid NASONEX 200 NASONEX 200
mcg qd mcg qd vs. mcg bid vs.
placebo placebo

Study 1 N=115 N=122 N=117
Baseline bilateral polyp gradei 4.21 4.27 4.25
Mean change from baseline in bilateral polyps grade -1.15 -0.96 -0.50 <0.001 0.01
Baseline nasal congestion® 2.29 2.35 2.28
Mean change from baseline in nasal congestion -0.47 -0.61 -0.24 0.001 <0.001
Study 2 N=102 N=102 N=106
Baseline bilateral polyp grade’ 4.00 4.10 4.17
Mean change from baseline in bilateral polyps grade -0.78 -0.96 -0.62 0.33 0.04
Baseline nasal congestion§ 2.23 2.20 2.18
Mean change from baseline in nasal congestion -0.42 -0.66 -0.23 0.01 <0.001

polyps in each nasal fossa were graded by the investigator based on endoscopic visualization, using a scale of 0-3 where 0 = no polyps; 1 = polyps in
the middle meatus, not reaching below the inferior border of the middle turbinate; 2 = polyps reaching below the inferior border of the middle turbinate
but not the inferior border of the inferior turbinate; 3 = polyps reaching to or below the border of the inferior turbinate, or polyps medial to the middle
turbinate (score reflects sum of left and right nasal fossa grades).
% hasal congestion/obstruction was scored daily by the patient using a 0-3 categorical scale where 0 = no symptoms, 1 = mild symptoms, 2 = moderate
symptoms and 3 = severe symptoms.

There were no clinically relevant differences in the effectiveness of NASONEX Nasal Spray, 50 mcg, in the studies evaluating treatment of nasal
polyps across subgroups of patients defined by gender, age, or race.

14.4 Nasal Congestion Associated with Seasonal Allergic Rhinitis

The efficacy and safety of NASONEX Nasal Spray 50 mcg for nasal congestion associated with seasonal allergic rhinitis were evaluated in three
randomized, placebo-controlled, double blind clinical trials of 15 days duration. The three trials included a total of 1008 patients 12 years of age and
older with nasal congestion associated with seasonal allergic rhinitis, of whom 506 received NASONEX Nasal Spray 200 mcg daily and 502 received
placebo. Of the 1008 patients, the majority 784 (78 %) were Caucasians. The majority of the patients were between 18 to < 65 years of age with a
mean age of 38.8 years and were predominantly women (66%). The primary efficacy endpoint was the change from baseline in average morning and
evening reflective nasal congestion score over treatment day 1 to day 15. The key secondary efficacy endpoint was the change from baseline in average
morning and evening reflective total nasal symptom score (TNSS = rhinorrhea [nasal discharge/runny nose or postnasal drip], nasal
congestion/stuffiness, nasal itching, sneezing) averaged over treatment day 1 to 15. Two out of three studies demonstrated that treatment with Nasonex
Nasal Spray significantly reduced the nasal congestion symptom score and the TNSS compared to placebo in patients 12 years of age and older with
seasonal allergic rhinitis (see TABLE 3 and 4 below).
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TABLE 3: EFFECT OF NASONEX NASAL SPRAY IN TWO RANDOMIZED, PLACEBO-CONTROLLED TRIALS ON NASAL CONGESTION IN
PATIENTS WITH SEASONAL ALLERGIC RHINITIS

Treatment (Patient Number) Baseline ’ Change from Baseline Difference from P value for
LS Mean * LS Mean * Placebo NASONEX 200
LS Mean * mcg qd vs. placebo
Study 1
NASONEX 200 mcg qd (N=176) 2.63 -0.64 -0.15 0.006
Placebo (N=175) 2.62 -0.49
Study 2
NASONEX 200 mcg qd (N=168) 2.62 -0.71 -0.31 <0.001
Placebo (N=164) 2.60 -0.40

nasal congestion/obstruction was scored daily by the patient using a 0-3 categorical scale where 0 = no symptoms, 1 = mild symptoms, 2 = moderate
symptoms and 3 = severe symptoms.
* LS Mean and p- value was from an ANCOVA model with treatment, baseline value, and center effects.

TABLE 4: EFFECT OF NASONEX NASAL SPRAY ON TNSS IN TWO RANDOMIZED, PLACEBO-CONTROLLED TRIALS IN PATIENTS WITH
SEASONAL ALLERGIC RHINITIS

Treatment (Patient Number) Baseline § Change from Baseline Difference from P value for
LS Mean * LS Mean * Placebo NASONEX 200
LS Mean * mcg qd vs. placebo
Study 1
NASONEX 200 mcg qd (N=176) 9.60 -2.68 -0.83 <0.001
Placebo (N=175) 9.66 -1.85
Study 2
NASONEX 200 mcg qd (N=168) 9.39 -3.00 -1.27 <0.001
Placebo (N=164) 9.50 -1.73

TNSS was the sum of four individual symptom scores: rhinorrhea, nasal congestion/stuffiness, nasal itching and sneezing. Each symptom was to be
rated on a scale of 0 = none, 1 = mild, 2 = moderate, 3 = severe.
* LS Mean and p- value was from an ANCOVA model with treatment, baseline value, and center effects.

Based on results in other studies with NASONEX Nasal Spray in pediatric patients, effects on nasal congestion associated with seasonal allergic rhinitis
in patients below 12 years of age is similar to those seen in adults and adolescents [see Clinical Studies (14.2)].

16. HOW SUPPLIED/STORAGE AND HANDLING

NASONEX (mometasone furoate monohydrate) Nasal Spray, 50 mcg is supplied in a white, high-density, polyethylene bottle fitted with a white
metered-dose, manual spray pump, and blue cap. It contains 17 g of product formulation, 120 sprays, each delivering 50 mcg of mometasone furoate
per actuation.

(NDC 0085-1288-01).
Store at 25°C (77°F); excursions permitted to 15° to 30°C (59° to 86°F) [see USP Controlled Room Temperature]. Protect from light.

When NASONEX Nasal Spray, 50 mcg is removed from its cardboard container, prolonged exposure of the product to direct light
should be avoided. Brief exposure to light, as with normal use, is acceptable.

SHAKE WELL BEFORE EACH USE.
Keep out of reach of children.
17. PATIENT COUNSELING INFORMATION
See FDA-approved labeling
17.1 Local Nasal Effect
Patients should be informed that treatment with NASONEX Nasal Spray 50 mcg may be associated with adverse reactions which include

epistaxis (nose bleed) and nasal septum perforation. Candida infection may also occur. Because of the inh bitory effect of corticosteroids on wound
healing, patients who have experienced recent nasal septum ulcers, nasal surgery, or nasal trauma should not use a nasal corticosteroid until healing
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has occurred [see Warnings and Precautions (5.1)]. Patients should be cautioned not to spray NASONEX Nasal Spray 50 mcg directly onto the nasal
septum.

17.2 Glaucoma and Cataracts

Patients should be informed that nasal and inhaled corticosteroids may result in the development of glaucoma and/or cataracts. Therefore, close
monitoring is warranted in patients with a change in vision or with a history of increased intraocular pressure, glaucoma, and/or cataracts. Patients
should be cautioned not to spray NASONEX Nasal Spray 50 mcg into the eyes [see Warnings and Precautions (5.2)].

17.3 Immunosuppression
Persons who are on immunosuppressant doses of corticosteroids should be warned to avoid exposure to chickenpox or measles, and patients
should also be advised that if they are exposed, medical advice should be sought without delay [see Warnings and Precautions (5.4)].

17.4 Use Regularly for Best Effect

Patients should use NASONEX Nasal Spray 50 mcg on a regular basis for optimal effect. Improvement in nasal symptoms of allergic rhinitis has
been shown to occur within 1 to 2 days after initiation of dosing. Maximum benefit is usually achieved within 1 to 2 weeks after initiation of dosing.
Patients should not increase the prescribed dosage but should contact their physician if symptoms do not improve, or if the condition worsens.
Administration to young children should be aided by an adult.

If a patient missed a dose, the patient should be advised to take the dose as soon as they remember. The patient should not take more than the
recommended dose for the day.

Schering Corporation, a subsidiary of (logo) MERCK & CO., INC., Whitehouse Station, NJ 08889, USA.
Copyright © 1997, 2011 Schering Corporation, a subsidiary of Merck & Co., Inc. All rights reserved.
U.S. Patent No. 6,127,353.

Rev. 01/11
35035508T
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Patient Information

NASONEX® [na-za-neks] (mometasone furoate monohydrate) Nasal Spray, 50 mcg

FOR INTRANASAL USE ONLY

Read the Patient Information that comes with NASONEX before you start using it and each time you get a refill. There may be new
information. This Patient Information does not take the place of talking to your health-care provider about your medical condition or

treatment. If you have any questions about NASONEX, ask your health-care provider.

What is NASONEX?
NASONEX Nasal Spray is a man-made (synthetic) corticosteroid medicine that is used to:

e to treat the nasal symptoms of seasonal and year-round allergic rhinitis (inflammation of the lining of the nose) in adults
and children 2 years of age and older.

e  to treat nasal congestion that happens with seasonal allergic rhinitis in adults and children 2 years of age and older.
e to prevent nasal symptoms of seasonal allergic rhinitis in people 12 years of age and older.
e  to treat nasal polyps in people 18 years and older.

The safety and effectiveness of NASONEX has not been shown:
. In children under 2 years of age to treat allergic rhinitis.

. In children under 18 years of age to treat nasal polyps.
Who should not use NASONEX?

Do not use NASONEX if you are allergic to any of the ingredients in NASONEX. See the end of this leaflet for a complete list of
ingredients in NASONEX.

What should I tell my health-care provider before using NASONEX?

Before you take NASONEX, tell your health-care provider if you:
e have had recent nasal sores, nasal surgery, or nasal injury.

e have eye or vision problems, such as cataracts or glaucoma (increased pressure in your eye).

e have tuberculosis or any untreated fungal, bacterial, viral infections, or eye infections caused by herpes.
. have been near someone who has chickenpox or measles.

. are not feeling well or have any other symptoms that you do not understand.

. have any other medical conditions.

e are pregnant or planning to become pregnant. It is not known if NASONEX will harm your unborn baby. Talk to your
doctor if you are pregnant or plan to become pregnant.

e are breast-feeding or planning to breast-feed. It is not known whether NASONEX passes into your breast milk.

Tell your health-care provider about all the medicines you take including prescription and non-prescription medicines, vitamins,
and herbal supplements.

NASONEX and other medicines may affect each other and cause side effects. NASONEX may affect the way other medicines work,
and other medicines may affect how NASONEX works.

Know the list of medicine you take. Keep a list of your medications with you to show your health-care provider and pharmacist when
a new medication is prescr bed.

How should | use NASONEX?
. Use NASONEX exactly as prescribed by your health-care provider.

e  This medicine is for use in the nose only. Do not spray it into your mouth or eyes.

e An adult should help a young child use this medicine.

43



. For best results, you should keep using NASONEX regularly each day without missing a dose. If you do miss a dose of
NASONEX, take it as soon as you remember. However, do not take more than the daily dose prescribed by your doctor.

e Do not use NASONEX more often than prescribed. Ask your health-care provider if you have any questions.
. For detailed instructions on how to use NASONEX Nasal Spray, see the “Patient’s Instructions for Use” at the end of
this leaflet.
See your health-care provider regularly to assess your symptoms while taking NASONEX and to check for side effects.

What should | avoid while taking NASONEX?

If you are taking other corticosteroid medicines for allergy, either by mouth or injection, your health-care provider may advise you to
stop taking them once you begin using NASONEX.

What are the possible side effects of NASONEX?
NASONEX may cause serious side effects, including:

e  Thrush (candida), a fungal infection in your nose and throat. Tell your doctor if you have any redness or white colored
patches in your nose or throat.

e  Slow wound healing. Do not use NASONEX until your nose has healed if you have a sore in your nose, if you have
surgery on your nose, or if your nose has been injured.

o Some people may have eye problems, including glaucoma and cataracts. You should have regular eye exams.

. Immune system problems that may increase your risk of infections. You are more likely to get infections if you take
medicines that weaken your immune system. Avoid contact with people who have contagious diseases such as chicken
pox or measles while using NASONEX. Symptoms of infection may include: fever, pain, aches, chills, feeling tired, nausea
and vomiting. Tell your doctor about any signs of infection while you are using NASONEX.

¢ Adrenal insufficiency. Adrenal insufficiency is a condition in which the adrenal glands do not make enough steroid
hormones. Symptoms of adrenal insufficiency can include: tiredness, weakness, nausea and vomiting and low blood
pressure.

The most common side effects of NASONEX include:

. Headache

. viral infection

. sore throat

. nosebleeds

. cough

Tell your health-care provider if you have any side effect that bothers you or that does not go away.
These are not all the possible side effects of NASONEX. For more information ask your health-care provider or pharmacist.
Call your doctor for medical advice about side effects. You may report side effects to FDA at 1-800-FDA-1088.
How should | store NASONEX?
. Store NASONEX at room temperature between 59°F to 86°F (15°C to 30°C).
e  Avoid prolonged exposure NASONEX container to bright light.

. Shake well before each use.

Keep NASONEX and all medicines out of the reach of children.

General information about NASONEX

Medicines are sometimes prescribed for conditions that are not listed in a Patient Information leaflet. Do not use NASONEX for a
condition for which it was not prescr bed. Do not give NASONEX to other people even if they have the same symptoms you have. It
may harm them.
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This Patient Information leaflet provides a summary of the most important information about NASONEX. If you would like more
information, ta k with your health-care provider. You can ask your health-care provider or pharmacist for information about
NASONEX that is written for health professionals.

For more information, go to www.NASONEX.com or call 1-800-526-4099.

What are the ingredients in NASONEX?
Active Ingredients: mometasone furoate monohydrate

Inactive Ingredients: glycerin, microcrystalline cellulose and carboxymethycellulose sodium, sodium citrate, citric acid, benzalkonium
chloride, and polysorbate 80.

Patient Instructions for Use

For use in your nose only.

Read the Patient Instructions for Use carefully before you start to use your NASONEX Nasal Spray. If you have any
questions, ask your health-care provider.

Shake the bottle well before each use.

1.

Remove the plastic cap (Figure 1).

PLASTIC

CAP

NASAL (
APPLICATOR

BOTTLE
Figure 1

Before you use NASONEX for the first time prime the pump by pressing downward on the shoulders of the white nasal
applicator using your index finger and middle finger while holding the base of the bottle with your thumb (Figure 2). Do
Not pierce the nasal applicator. Press down and release the pump 10 times or until a fine spray appears. Do Not spray
into eyes. The pump is now ready to use. The pump may be stored unused for up to 1 week without repriming. If unused
for more than 1 week, reprime by spraying 2 times or until a fine spray appears.

%

Figure 2

Gently blow your nose to clear the nostrils. Close 1 nostril. Tilt your head forward slightly, keep the bottle upright, carefully
insert the nasal applicator into the other nostril (Figure 3). Do Not spray directly onto the nasal septum (the wall between
the two nostrils).

Figure 3
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4. For each spray, hold the spray bottle upright and press firmly downward 1 time on the shoulders of the white nasal
applicator using your index and middle fingers while supporting the base of the bottle with your thumb. Breathe gently
inward through the nostril (Figure 4).

Note: It is important to keep the Nasonex
unit in an upright orientation (as seen in
Figure 4). Failure to do so may result in an
incomplete or non-existent spray.

Figure 4
5. Then breathe out through the mouth.
6. Repeat in the other nostril.

7. Wipe the nasal applicator with a clean tissue and replace the plastic cap.

Each bottle of NASONEX Nasal Spray contains enough medicine for you to spray medicine from the bottle 120 times. Do not use
the bottle of NASONEX Nasal Spray after 120 sprays. Additional sprays after the 120 sprays may not contain the right amount of
medicine, you should keep track of the number of sprays used from each bottle of NASONEX Nasal Spray, and throw away
the bottle even if it has medicine still left in. Do not count any sprays used for priming the device. Tak with your health-care
provider before your supply runs out to see if you should get a refill of your medicine.

Pediatric Use: Administration to young children should be done by an adult. Steps 1 through 7 from the Patient Instructions for
Use, should be followed.

Cleaning: Do not try to unblock the nasal applicator with a sharp object. Please see Applicator Cleaning Instructions.

Patient Instruction for cleaning applicator

1. To clean the nasal applicator, remove the plastic cap (Figure 5).

PLASTIC CAP

Figure 5

2. Pull gently upward on the white nasal applicator to remove (Figure 6).

WHITE NASAL
APPLICATOR

PUMPSTEM = ¢

Figure 6
3. Soak the nasal applicator in cold tap water and rinse both ends of the nasal applicator under cold tap water and dry.

(Figure 7). Do not try to unblock the nasal applicator by inserting a pin or other sharp object as this will damage
the applicator and cause you not to get the right dose of medicine.
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Figure 7

4. Rinse the plastic cap under cold water and dry (Figure 8).

Fiqure 8

Put the nasal applicator back together making sure the pump stem is reinserted into the applicator’'s center hole (Figure

5.
9).
CENTER HOLE
WHITE NASAL
APPLICATOR
PUMP STEM ="
Figure 9

6. Reprime the pump by pressing downward on the shoulders of the white nasal applicator using your index and middle

fingers while holding the base of the bottle with your thumb. Press down and release the pump 2 times or until a fine spray
appears. Do Not spray into eyes. The pump is now ready to use. The pump may be stored unused for up to 1 week
without repriming. If unused for more than 1 week, reprime by spraying 2 times or until a fine spray appears (Figure 10).

@
Figure 10

7. Replace the plastic cap (Figure 11).
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Figure 11

Schering Corporation, a subsidiary of (logo) MERCK & CO., INC., Whitehouse Station, NJ 08889, USA.

Copyright © 1997, 2011 Schering Corporation, a subsidiary of Merck & Co., Inc. All rights reserved.
U.S. Patent No. 6,127,353.
Rev. 01/11

35035605T
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4.1.

4.2.

NASONEX 50 MICROGRAMS/ACTUATION NASAL SPRAY, SUSPENSION

SUMMARY OF PRODUCT CHARACTERISTICS

NAME OF THE MEDICINAL PRODUCT
NASONEX 50 micrograms/actuation Nasal Spray, Suspension

QUALITATIVE AND QUANTITATIVE COMPOSITION
Mometasone furoate (as the monohydrate) 50 micrograms/actuation.
This medicinal product contains 0.2mg of benzalkonium chloride per gram

For full list of excipients, see section 6.1.

PHARMACEUTICAL FORM

Nasal Spray, Suspension.

White to off-white opaque suspension.

CLINICAL PARTICULARS

Therapeutic indications

NASONEX Nasal Spray is indicated for use in adults and children 12 years of age and
older to treat the symptoms of seasonal allergic or perennial rhinitis.

NASONEX Nasal Spray is also indicated for use in children 6 to 11 years of age to treat
the symptoms of seasonal allergic or perennial allergic rhinitis.

In patients who have a history of moderate to severe symptoms of seasonal allergic
rhinitis, prophylactic treatment with NASONEX Nasal Spray may be initiated up to four
weeks prior to the anticipated start of the pollen season.

NASONEX Nasal Spray is indicated for the treatment of nasal polyps in adults 18 years
of age and older.

Posology and method of administration

After initial priming of the NASONEX Nasal Spray pump (10 actuations, until a
uniform spray is observed), each actuation delivers approximately 100 mg of
mometasone furoate suspension, containing mometasone furoate monohydrate
equivalent to 50 micrograms mometasone furoate. If the spray pump has not been used
for 14 days or longer, it should be reprimed with 2 actuations, until a uniform spray is
observed, before next use.

Seasonal or Perennial Allergic Rhinitis

Adults (including geriatric patients) and children 12 years of age and older: The usual
recommended dose is two actuations (50 micrograms/actuation) in each nostril once
daily (total dose 200 micrograms). Once symptoms are controlled, dose reduction to one
actuation in each nostril (total dose 100 micrograms) may be effective for maintenance.
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4.3.

4.4.

If symptoms are inadequately controlled, the dose may be increased to a maximum daily
dose of four actuations in each nostril once daily (total dose 400 micrograms). Dose
reduction is recommended following control of symptoms.

Children between the ages of 6 and 11 years: The usual recommended dose is one
actuation (50 micrograms/actuation) in each nostril once daily (total dose
100 micrograms).

NASONEZX Nasal Spray demonstrated a clinically significant onset of action within 12
hours after the first dose in some patients with seasonal allergic rhinitis; however, full
benefit of treatment may not be achieved in the first 48 hours. Therefore, the patient
should continue regular use to achieve full therapeutic benefit.

Nasal Polyposis

The usual recommended starting dose for polyposis is two actuations

(50 micrograms/actuation) in each nostril once daily (total daily dose of 200
micrograms). If after 5 to 6 weeks symptoms are inadequately controlled, the dose may
be increased to a daily dose of two sprays in each nostril twice daily (total daily dose of
400 micrograms). The dose should be titrated to the lowest dose at which effective
control of symptoms is maintained. If no improvement in symptoms is seen after 5 to 6
weeks of twice daily administration, alternative therapies should be considered.

Efficacy and Safety studies of NASONEX Nasal Spray for the treatment of nasal
polyposis were four months in duration.

Prior to administration of the first dose, shake container well and actuate pump 10 times
(until a uniform spray is obtained). If pump is not used for 14 days or longer, reprime
the pump with 2 actuations until a uniform spray is observed. Shake container well
before each use. The bottle should be discarded after the labelled number of actuations
or within 2 months of first use.

Contraindications
Hypersensitivity to any ingredients of NASONEX Nasal Spray.

NASONEX Nasal Spray should not be used in the presence of untreated localised
infection involving the nasal mucosa.

Because of the inhibitory effect of corticosteroids on wound healing, patients who have
experienced recent nasal surgery or trauma should not use a nasal corticosteroid until
healing has occurred.

Special warnings and precautions for use

NASONEX Nasal Spray should be used with caution, if at all, in patients with active or
quiescent tuberculous infections of the respiratory tract, or in untreated fungal, bacterial,
systemic viral infections or ocular herpes simplex.

Following 12 months of treatment with NASONEX Nasal Spray there was no evidence
of atrophy of the nasal mucosa; also, mometasone furoate tended to reverse the nasal
mucosa closer to a normal histologic phenotype. As with any long-term treatment,
patients using NASONEX Nasal Spray over several months or longer should be
examined periodically for possible changes in the nasal mucosa. If localised fungal
infection of the nose or pharynx develops, discontinuance of NASONEX Nasal Spray
therapy or appropriate treatment may be required. Persistence of nasopharyngeal
irritation may be an indication for discontinuing NASONEX Nasal Spray.
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4.5.

Although NASONEX will control the nasal symptoms in most patients, the concomitant
use of appropriate additional therapy may provide additional relief of other symptoms,
particularly ocular symptoms.

There is no evidence of hypothalamic-pituitary-adrenal (HPA) axis suppression
following prolonged treatment with NASONEX Nasal Spray. However, patients who
are transferred from long-term administration of systemically active corticosteroids to
NASONEX Nasal Spray require careful attention. Systemic corticosteroid withdrawal
in such patients may result in adrenal insufficiency for a number of months until
recovery of HPA axis function. If these patients exhibit signs and symptoms of adrenal
insufficiency, systemic corticosteroid administration should be resumed and other modes
of therapy and appropriate measures instituted.

During transfer from systemic corticosteroids to NASONEX Nasal Spray some patients
may experience symptoms of withdrawal from systemically active corticosteroids (e.g.,
joint and/or muscular pain, lassitude, and depression initially) despite relief from nasal
symptoms and will require encouragement to continue NASONEX Nasal Spray therapy.
Such transfer may also unmask pre-existing allergic conditions, such as allergic
conjunctivitis and eczema, previously suppressed by systemic corticosteroid therapy.

The safety and efficacy of Nasonex has not been studied for use in the treatment of
unilateral polyps, polyps associated with cystic fibrosis, or polyps that completely
obstruct the nasal cavities.

Unilateral polyps that are unusual or irregular in appearance, especially if ulcerating
or bleeding, should be further evaluated.

Patients receiving corticosteroids who are potentially immunosuppressed should be
warned of the risk of exposure to certain infections (e.g., chickenpox, measles) and of
the importance of obtaining medical advice if such exposure occurs.

Following the use of intranasal corticosteroids, instances of nasal septum perforation or
increased intraocular pressure have been reported very rarely.

Safety and efficacy of NASONEX Nasal Spray for the treatment of nasal polyposis in
children and adolescents under 18 years of age have not been studied.

Systemic effects of nasal corticosteroids may occur, particularly at high doses
prescribed for prolonged periods. Growth retardation has been reported in children
receiving nasal corticosteroids at licensed doses.

It is recommended that the height of children receiving prolonged treatment with nasal
corticosteroids is regularly monitored. If growth is slowed, therapy should be reviewed
with the aim of reducing the dose of nasal corticosteroid if possible, to the lowest dose at
which effective control of symptoms is maintained. In addition, consideration should be
given to referring the patient to a paediatric specialist.

Treatment with higher than recommended doses may result in clinically significant
adrenal suppression. If there is evidence for higher than recommended doses being
used, then additional systemic corticosteroid cover should be considered during
periods of stress or elective surgery

Interactions with other medicaments and other forms of interaction
(See 4.4 Special warnings and special precautions for use with systemic corticosteroids)

A clinical interaction study was conducted with loratadine. No interactions were
observed.
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4.6.

4.7.

4.8.

Pregnancy and lactation

There are no adequate or well-controlled studies in pregnant women. Following
intranasal administration of the maximal recommended clinical dose, mometasone
plasma concentrations are not measurable; thus foetal exposure is expected to be
negligible and the potential for reproductive toxicity, very low. As with other nasal
corticosteroid preparations, NASONEX Nasal Spray should not be used in pregnancy or
lactation unless the potential benefit to the mother justifies any potential risk to the
mother, foetus or infant. Infants born of mothers who received corticosteroids during
pregnancy should be observed carefully for hypoadrenalism.

Effects on ability to drive and use machines
None known.

Undesirable effects

Treatment-related adverse events reported in clinical studies for allergic rhinitis in adult
and adolescent patients are shown below (Table 1).

Table 1: Allergic Rhinitis-Treatment Related Undesirable Effects
for Nasonex Nasal Spray
very common (> 1/10); common (> 1/100, < 1/10); uncommon (> 1/1000, < 1/100);
rare (> 1/10,000, < 1/1000); very rare (< 1/10,000)

Respiratory, thoracic and mediastinal
disorders

Common: Epistaxis, pharyngitis, nasal burning, nasal
irritation, nasal ulceration

General disorders and administration site
conditions
Common: Headache

Epistaxis was generally self-limiting and mild in severity, and occurred at a higher
incidence compared to placebo (5%), but at a comparable or lower incidence when
compared to the active control nasal corticosteroids studied (up to 15%). The incidence
of all other effects was comparable with that of placebo.

In the paediatric population, the incidence of adverse events, e.g., epistaxis (6%),
headache (3%), nasal irritation (2%) and sneezing (2%) was comparable to placebo.

In patients treated for nasal polyposis, the overall incidence of adverse events was
comparable to placebo and similar to that observed for patients with allergic rhinitis.
Treatment-related adverse events reported in > 1% of patients in clinical studies for
polyposis are shown below (Table 2)
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4.9.

5.1.

Table 2: Polyposis-Treatment Related Undesirable Effects > 1%
for Nasonex Nasal Spray
very common (> 1/10); common (> 1/100, < 1/10); uncommon (> 1/1000,
< 1/100);
rare (> 1/10,000, < 1/1000); very rare (< 1/10,000)
(200 mcg once a day) (200 mcg twice a day)

Respiratory, thoracic and
mediastinal disorders
Upper respiratory tract common uncommon
infection
Epistaxis common very common
Gastrointestinal
disorders - common
Throat irritation
General disorders and
administration site
conditions
Headache common common

In patients treated for acute rhinosinusitis, the incidence of epistaxis for NASONEX was
3.3% vs. 2.6% for placebo and similar to that observed for patients treated with allergic
rhinitis.

Rarely, immediate hypersensitivity reactions, including bronchospasm and dyspnoea,

may occur after intranasal administration of mometasone furoate monohydrate. Very
rarely, anaphylaxis and angioedema have been reported.

Disturbances of taste and smell have been reported very rarely.

Systemic eftects of nasal corticosteroids may occur, particularly when prescribed at high
doses for prolonged periods.

Overdose

Because of the negligible (<0.1%) systemic bioavailability of NASONEX, overdose is
unlikely to require any therapy other than observation, followed by initiation of the
appropriate prescribed dosage. Inhalation or oral administration of excessive doses of
corticosteroids may lead to suppression of HPA axis function.

PHARMACOLOGICAL PROPERTIES

Pharmacodynamic properties

Pharmacotherapeutic group: Decongestants and Other Nasal Preparations for Topical
Use-Corticosteroids, ATC code: RO1A D09

Mometasone furoate is a topical glucocorticosteroid with local anti-inflammatory
properties at doses that are not systemically active.

It is likely that much of the mechanism for the anti-allergic and anti-inflammatory effects
of mometasone furoate lies in its ability to inhibit the release of mediators of allergic
reactions. Mometasone furoate significantly inhibits the release of leukotrienes from
leucocytes of allergic patients.
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5.2.

5.3.

In cell culture, mometasone furoate demonstrated high potency in inhibition of synthesis
and release of IL-1, IL-5, IL-6 and TNFa; it is also a potent inhibitor of leukotriene
production. In addition, it is an extremely potent inhibitor of the production of the Th2
cytokines, IL-4 and IL-5, from human CD4+ T-cells.

In studies utilising nasal antigen challenge, NASONEX Nasal Spray has shown anti-
inflammatory activity in both the early- and late- phase allergic responses. This has been
demonstrated by decreases (vs placebo) in histamine and eosinophil activity and
reductions (vs baseline) in eosinophils, neutrophils, and epithelial cell adhesion proteins.

In 28% of the patients with seasonal allergic rhinitis, NASONEX Nasal Spray
demonstrated a clinically significant onset of action within 12 hours after the first dose.
The median (50%) onset time of relief was 35.9 hours.

In two trials with 1954 patients, Nasonex Nasal Spray 200 mcg administered twice daily
demonstrated significant improvement in symptoms associated with acute rhinosinusitis
compared to placebo as evaluated by the Major Symptom Score (MSS) composite of
symptoms (facial pain/pressure/tenderness, sinus headache, rhinorrhea, post nasal drip,
and nasal congestion/stuffiness) during the 15 day treatment period (P02683 p <0.001;
P02692 p = 0.038). A 500 mg three times a day amoxicillin arm was not significantly
different from placebo in reducing these symptoms of acute rhinosinusitis as evaluated
by the MSS. The SNOT-20 HRQL showed a significant level of benefit at the 200 mcg
twice daily dose of mometasone furoate vs. placebo (p=0.047). Treatment duration
beyond 15 days was not evaluated in acute rhinosinusitis.

In a placebo-controlled clinical trial in which paediatric patients (n=49/group) were
administered NASONEX 100 micrograms daily for one year, no reduction in growth
velocity was observed.

There are limited data available on the safety and efficacy of NASONEX in the
paediatric population aged 3 to 5 years, and an appropriate dosage range cannot be
established. In a study involving 48 children aged 3 to 5 years treated with intranasal
mometasone furoate 50, 100 or 200 pg/day for 14 days, there was no significant
differences from placebo in the mean change in plasma cortisol level in response to the
tetracosactrin stimulation test.

Pharmacokinetic properties

Mometasone furoate, administered as an aqueous nasal spray, has a negligible (<0.1%)
systemic bioavailability and is generally undetectable in plasma, despite the use of a
sensitive assay with a lower quantitation limit of 50 pg/ml; thus, there are no relevant
pharmacokinetic data for this dosage form. Mometasone furoate suspension is very
poorly absorbed from the gastrointestinal tract, and the small amount that may be
swallowed and absorbed undergoes extensive first-pass hepatic metabolism prior to
excretion in urine and bile.

Preclinical safety data

No toxicological effects unique to mometasone furoate exposure were demonstrated. All
observed effects are typical of this class of compounds and are related to exaggerated
pharmacologic effects of glucocorticoids.

Preclinical studies demonstrate that mometasone furoate is devoid of androgenic,
antiandrogenic, estrogenic or antiestrogenic activity but, like other glucocorticoids, it
exhibits some antiuterotrophic activity and delays vaginal opening in animal models at
high oral doses of 56 mg/kg/day and 280 mg/kg/day.
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6.1.

6.2.

6.3.

6.4.

6.5.

Like other glucocorticoids, mometasone furoate showed a clastogenic potential in-vitro
at high concentrations. However, no mutagenic effects can be expected at therapeutically
relevant doses.

In studies of reproductive function, subcutaneous mometasone furoate, at

15 micrograms/kg prolonged gestation and prolonged and difficult labour occurred with
a reduction in offspring survival and body weight or body weight gain. There was no
effect on fertility.

Like other glucocorticoids, mometasone furoate is a teratogen in rodents and rabbits.
Effects noted were umbilical hernia in rats, cleft palate in mice and gallbladder agenesis,
umbilical hernia, and flexed front paws in rabbits. There were also reductions in
maternal body weight gains, effects on foetal growth (lower foetal body weight and/or
delayed ossification) in rats, rabbits and mice, and reduced offspring survival in mice.

The carcinogenicity potential of inhaled mometasone furoate (aerosol with CFC
propellant and surfactant) at concentrations of 0.25 to 2.0 micrograms/l was investigated
in 24-month studies in mice and rats. Typical glucocorticoid-related effects, including
several non-neoplastic lesions, were observed. No statistically significant dose-response
relationship was detected for any of the tumour types.

PHARMACEUTICAL PARTICULARS

List of excipients

Dispersable cellulose BP 65 cps (microcrystalline cellulose and carmellose sodium)
Glycerol

Sodium citrate

Citric acid monohydrate

Polysorbate 80

Benzalkonium chloride,

Purified water

Incompatibilities
Not applicable

Shelf life

2 years

Use within 2 months of first use.

Special precautions for storage
Do not store above 25°C. Do not freeze.

Nature and contents of container

NASONEX Nasal Spray is contained in a white, high density polyethylene bottle, that
contains 10 g (60 actuations) or 18 g (140 actuations) of product formulation, supplied
with a metered-dose, manual polypropylene spray pump actuator.

Pack sizes: 10g, 1 bottle
18g, 1, 2 or 3 bottles

Not all pack sizes may be marketed.
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6.6.

10.

11.

Instructions for use, handling and disposal
No special requirements

MARKETING AUTHORISATION HOLDER

Merck Sharp & Dohme Ltd
Hertford Road

Hoddesdon

Hertfordshire

ENI119BU, UK

MARKETING AUTHORISATION NUMBER
PL 00025/0587

DATE OF FIRST AUTHORISATION/RENEWAL OF THE
AUTHORISATION

10 April 1997 / 5 March 2008

DATE OF REVISION OF THE TEXT

14 January 2011

LEGAL CATEGORY
Prescription Only Medicine

Nasonex UK/01-11/14

17



NASONEX
CTD 1.6.4 Condition of Use in Foreign Countries (CCDS)

1.6.4 CCDS (Company Core Data Sheet)





horiy
Typewritten Text
72～92

horiy
Typewritten Text

horiy
Typewritten Text


NASONEX
Section 1.7 Listing of Similar Drugs

1.7 AERMA—ERX

HEESRE CTHDLERAX Y V75 U VR T AT LKW Sk /N &8I0 7= itk
BT LTI SE (R) oME L & bic, FfERZG & LT /NRIZEB T 27 LA — Rk omheE:
IERERTDEEBAT A RAITHD, ZVFH Y T a b U AT VR, X7 ax a2y
7O BT AT AR R O 0 A& T a A R AT L ANF O AT SR oA
o [3 170173 1.7: 2] [#£ 1.7: 3] (&7,



NASONEX

Section 1.7 Listing of Similar Drugs

x1.7:1 RERXA

— B (EARYVISUAILRUVBIATILKIIYMEERK. JILFAY>T0O

EFXVBIXTILASRK)
AR | 27T TSR CREATARIIRN 5307 70 o L e 2 7 L A
MG a5 & | YRy 7 AURURR 50 ng 56 M T . ® -
0 FV Ky 7 AR 50 pg 112 W% A7 T = EERAIE 25 ng 56 BB
2 4 |MSD RS TS50« AIRY T A RS
AREHR (200847 A 16 A 200341 A 31 H
HEAMSER | — 2009412 A 21 H
FREAARER | — —
B X 5y | A ES —
(LA {/F
0. S 0
HO\H /p?:?/’_\ 0 T CHa
H:C IH y CHs
e g \}//““ H
F H
07
F’ /\H
. g | EEEEARREA - 0.5mg (g ). 50 ug (1[0 | ERMEZH O LS - 0.51 mg (ImL ), 25 pg
WEFE)  (RRIR) (1 [E]eE gz )
Ee - R | T LA —MERK T LXK MR, S EEE RS
- R | SURA> NRIZIE, @ 1 [ EPEC 1 EHE (VT h
WE, AT, FaBC2EETS 1A LA fyqu¢Vsz%wkbfxuyéna
&ﬁ#é(%%&//77xwwfyﬁzx% 2 [EF 592, 2 JERIC X0 B E T 5 23,
L& LT 1 A 200 pg), | HORRFEEEIT, SWEAIREL T 5,
<UNE>
WL 12 AR ORISR, K S 1 EET
SD1H1EEETD (FAX ST T AR
VB A7 AL LT 1 H 100 pe).
W, 12 BT, R 2 EET
S1H1EEEGETSD (FX2 0 T75 LR
VBT A7 AL LT 1 H 200 ue),
ks 2| ROBHECITRELARNI L) ROBFEIIIEE LRV L)
(WYVERDZRBUEAI OIFEE LR WEEYSE, 280 |()ERRPIEAOFE LR VRME, 2805
HEEORE ERAHEISEIBENLH EIED R DEREZHEET ABFNNH 5]
%, ] QAAID STz x L CGREBUE DBEERED H 5 B
QABIOESTITxt U CRBUEDBEEREOH DB | &
=
A o |VEERS ROBFITEEICRST 22 L) |[1LEERS ROBFIIEECREGTL2L)
R | (DR, RIGHR ORRGAE L IRO A | () mIRERIE O BH DER 2 ET 56
&8 = AR BE ER A E XY 57 hn nNid 5]
H5,] QEMESHMOBE [HiflZHET58%
QEMEEHMOEE [HinZHESE56 nnd sl
FNRH D, ] 2 FE B 7 FOR TR
2EELEARNEE (DFEJEREENE SRR E D BE TIL, AH|
(D& - IAVEEEEEIEN I LB E. KHO DEBIENTOERZMHEICTS2D, Zh
Behadik L, ﬁ@&k%%ﬁo_ B ORERD & HREER DT 5 & 5 thoRE
QEHMEAT u A FAIL g L Alf riﬁw FORAET S & X,
N, HEZT oA FHZBICERR,. K& | QAFFOEGEYE M SEROEAN RSN
WCBET 2B INEORERIER X 727 AT, Fle2Z I UFlHDHNT, 4
BINBH D, ARKlz/DIRICEBRES B2 T a4 RRIZESIEGHH L, ERO
L5613, GESOKBOBE S+ 01T BRI B o CHEA SRR 2 th 2 ICBET D
52 &, Fe BHICHE - TE, ML Al




NASONEX

Section 1.7 Listing of Similar Drugs

F17 1 AERANR—E (EAAYVISUAILRUBIRATILKIYMEER,. Z)ILFHYV > TO
EAVEBIXATILAER) (FHHE)

—fREVA TR

ERARZS T T TR B AT VK
BR

TNVFHY T aF BT ATV S B

i o

EFELIEESSHZ L,

G)AT v A NANIANGIER 2 Bk 3 2 /EA R
b5, BTREGEOH LBE. ROF
WEZTI-RE, HOWITEIMEDOH D
Flix, BESIRRT 2 ECARIEZRS L
RN L,

BHAT A REIOEGEE N R S2Y)
DR Z BT, RIS R AR RE R 2 TR
SR (B S 2 WIIHR 0K, SRR K
WHDE) WRATDHZEDHDHOT, =
NH O, FERNH Sbn-HaITiE,
WU B EZITH 2L, £2. &2FMERT
v A RHIOWE IO b BB R
FEREMR A 21TV, AME, T, EIERYYE
HORBIZIIHSICEREELY L,

GC)EHHEAT a4 RAIL g U RTEEME TR
B, REATuA FHoORGIZEY 25
OEH (Z v v TR, 7 v v TEE
FEdK, B R B RE I, N O RRR IR AE
BEEOKT., AN, HNEZET) 2
BT D AREMEN D D, BHICENIM., K&
B5OHEICITESNICRELZITV., 28
PEDOVEMAFRD b B AT 2 AL
ZITH 2 &,

OyRENT LV X —EBROBFICBOTE
WA T 256, IR OUEREN Rt
T5 L9 ThE, KFOBWEIZSEDD
&,

(DAKN OG-’ 0 AL EIZbiz 285413,
ARSI EO R RICER T2 &,
@) FEiMEDRBICH LTIE, IFREME2E 2T,
ZOEFIN DR EZBMA L, PUR & Ol
ML BRDETHRITDZENEE L,

3.EIEH

<R >

AR E CTORKRRER T, AANZBIT HRIE
FIE 1,753 iR 127 B (7.2%) 1ICRED HiLT,
FEhboik, sEk Gk, # 5k, ¥
PR VIR, REAREE) 40 B (2.3%) . WAMEEEGE
R GRIFURS., VIR L A PRRR, B208%) 28 1 (1.6%)
ThoT-,

Fio. ERAMRAEORELENL 1,753 #4137
Bl (1.8%) IC@RD LN, EbDiE, U
AERJEA 18 451 (1.0%) . BV VBV B 18 )
(1.0%) TH-o7z,

B, BIENERREZ E LR T
1, 230 Bl 7 6l (3.0%) CEERE T
HoTo M, RIENERE & B S ERT
otz

<UNR>

ik - AR OENMAGREE T o/ R
T ARANC BT BRIEAE 300 B 8 61 (2.7%)
RO bz, ERHOIE. BIER (R,

GyEAN TR R R BFBO N DT, &<
\IEEEOBEFICRBWCEMICHEAT 55
AL, R OSEIREN T 5 L 5 TH
L, AFIOBESUIARIEIZ DD Z L,

DABNIAT A FEITHDLZ L E#EE L,
FEZXT m A RRIEHNC & - TIEIER OFEAF
DEFLNRNGAICHERTA Z &,

GYEEEAT 1A R & bl U ATgetE iRy
N, HEATaA REIZRICESM, K&
WG T 25AICRERBILZ 2 -7 B%
BdH5H, ERMELGT 255035 ESD
oL +01To 2 &, TS
oo Tk, HRELZELIEET S 2 L,

OYEHMERT T A FHIOREIIAHF OB 5
RILIEIR DR E & THRZ (T, &I
B> TE—BED AT a A RHIORFEIEIC
Y5,

NHEMXIIREOEEEAT v A NEEE %
TN 5 BE TR BB RER 2035 2
bIHDT, &FMAT oA FHIORERES
A ONC HE % b BB B B RE R A 24T\
SME. T, ERERTESEOREIZ T 5y
WCHEEEIL Y Z L, £ELBERDE
MIC 2T AT oA RAIOHEEZITH 2
L,

@BVEHMEAT A FHIOWRE ONZ BB LE
ST, [EIME, & XITEB, FHRE,
i, B, B, BOIZTH, FiRK
EORERNPIE - WET L2 E8HD (2
D X5 IRIERN B b= HA IRy 2
WEEITH Z &),

QO EHEAT 1A R & blg U ATgerE iR
DB, HEATaA RElO#EEIZ LY 28
OER (7 v v TIEERE, 7 v v v Tk
FEMR. BB BB RE ], N ORRRRIE,
FEEOKT, ANE, NELST) 2
BT D ARERD D, FRCEHM., K&
B G OHEITITEHNOICREEZITV., 28
MDOVERNRZED BB AT R L E
ITHZ &,

3FHAEAEM

AFNX, F&LTHFF N7 v —24 P-4503A4

(CYP3A4) THR#EEN D,

OFER HRICEETS 2 8)

el A AR EAR: - e

HHN4 s i KT - fERRIA T
CYP3A4 [ |RIBRE AT 1A |CYP3A4 (2L B
EEREZE | MRz RE L | #PHEIND Z
ERSE Sl 7258 LRERDIE | L2k 0, KAID
U hFE |[RKBHSbD | frhEEns ER
% MR D 5, LAHEMEN D B,




NASONEX

Section 1.7 Listing of Similar Drugs

F17 1 FAERANR—E (EAAY YV ISUAILRUBIRATILKIYMEER., Z)ILFHYV > TO
EAVEBIXATILAER) (FHHE)

WD LD REIERNS &b - 5AI1Ti%.
JERAIS UGl R uE #1795 2 &,

I~ 5ok okl | BT
1 HIRRIZE DI
i
Sl | BIER CRIBUR | S HmE2, SRR, | &b
B 2SR, | R, < Leod, |F4L. &
HRRRED . yE | IR R 5, &
i, ek, A R (K
Il NN B
KA
FUPE | WEMESEDEEGR G| ik, LAGE 2
MO | R, PR, R
(TR | PR, ROHSE)
Wids
i TFHfERi®, ALT
(GPT) L5E2
AST (GOT) L&
2 vyt
F. AP R, ¥
==V
1IR3 RS AR
BRESZ . HERIZ
FHL BRI i
ERiZ . AIfEkSy
(RN [R5 S
HED ~FsTE
AFHED, o~ b
VAR CoaN
U L gk, i
AR ER F7 Y
v A LA
K GEL I eV
Gl
F
ZO | aFYy = EARED RN | IRETT
ftn | AR BUN L5, 2L |, bR
Y=V L5 [

RIE 5 BB L3 R B OVINE oD B R BB Al s 1 = 255
<o

I DS COTIRE SO @S Th » HEARH

1 2y R DERARERER T Hadsd bz BITER

U VAN AN NV va = . -
R4 R ;;ﬁ& VT TN T AT VK A ST S T A T AT L s
O E o | RIS 61 (1.7%) st 3 61(1.0%) | [cYP3a4 Bl [#Hic. U FFEL] YU R ELEHRD
. | Teol EEREA | & 7NTH Y 7| CYPIA4 BLEEA
&2 B Z7. MEREEOSEEDIE 300 FlF 19 §| | T2HA | mEArm=AT [ 2HL, U RE

(%) (6.3%) 2B b, IEEMIEMMIC L D U hFe | MAIOKRIC R (LT AT

BB GRBICE O 2L F Y — ik || VF |0 7y R T i

ATEREICIE U755 80 B 15 B (18.gve) | | (%) | VI, BIBACELR A RAVE O |

LT — S R B LT RESI G D3ty & | 7o B SRR
= - e =2 NTHBHDT, U [ BNT, mi7L

(DEKRREIEH M FFELE OB | FHY T r e
T T 4 T xR EEARE]) YT TR OB | VBT AT VR
T4 T xR AR (RN, b B ZNDDIERFE | OKIEZR L5, E
f. METEIE, HHRB%) Rbbbhd o ROt r LE | 72l = F ) —
LRBHHOT, BEE IV, BER B LHIMT S D5 | EOE LWET
D B NIH A IAA OB 5% 1k Ly e
BORLEETD 2 &, &

@y DD BIE 4B

KGRI E TORABAER 50 BT, 441 (8.0%)
ICERARBRAERE 2 S5 0RIERARRE S

7= FONERIFMF 2T — A 3 6.,

BB 1 FlTh o, R, 3T
V= UEOREIL, BNEBORELRET S
7O REIZITOND Z EREE LS, Eid 3
BIOMETY AT, £ OREMITZEN
i 2.3, 3.3, 3.9 pg/dL (—fkM7e 48 J7 o FEHE
E#IPA : 2.0~9.0 pg/dL) TH o7z KGRI,
W5 T {6 R RORE A 334 B, 3 41 (0.9%) IZH
TER S Sz, TORFITEHMm, Rk
B BMERIREER S 1 H (0.3%) ThoTz (B
AL THE),

(HEKZH

IR

TT 74 7% —HJER 7740 7%
—RRIEIR (PR R, B, M RRE,
HRBE) RbobhdZ enbsd (HEE
REHED) T, BEREHSITATV, BER
RO LN AITIEIARI OB E &k L,
WE B EITH Z L,
Q)% Do EIER
UTFD LS REWERNRS bbb i=HAIc
W&, JERICIGE U GRS R AEERITH Z &,

0.4% IS

B %5 . P

g g | LR | BRGSO, &

© e i)

OO TAVETETR CRIRIR. Wl

T ). FARAE

e . . W
AN IEL
FaxTuA REHEHE

t o fl 2 B ILANRD b
T2 OHREND B,

DB FERE U O D THREPRD LTV D,
7ed. MEANTOMEEIL 0.01% KN TH 5,
HEDZDL I BRBEIIIHREEPIET S L,




NASONEX

Section 1.7 Listing of Similar Drugs

F17 1 FAERANR—E (EAAY YV ISUAILRUBIRATILKIYMEER., Z)ILFHYV > TO
EAVEBIXATILAER) (FHHE)

FERARZS T T UTINVR BT AT VK

Bl e TNF N TR EF VBT AT ISR
W Lo |4mEnE ~ORE SHEhG, el RILWE~ORS
R | RIS EERE TIAEBEREME T LTV DO | AR SUTAESR LT D ATREPED & 2 i AT
® B T, BFOREZBELANRSEBEICRET | BELOGRENGEHRIEE LS LTS
(5 %) 5T, BN DOHRETH L ARSI TG
5AT0w. PEhw, FILmE~ORE L 2E8WFER (7 v b, UHFX) CHEHIBE
IR b AR LTV B ATEEMED & 5 i AN ITiX BAToA RENCHE@E LR AE, lBIRO
BE EOBFRMENGERMEL RIS & HEr S FEEMH DAL, ZHOOFTRIZ TV FiC
BRI ORBEETDHZ L, REFROE| BOTRVWARTHETS Z B8 HE ST
BlzX28MWFER (T b, VX)) TEEF | VWD,
FEHER S STV b, ]
6./ NRE~DEE.
6./ NREA~DE . EHAMER, HwAR, 2R, T4 T
3ROSR, LR, BrAER MIMMEHAKRE | oshBIicx+ 2223w LTy (K
RT3 Z2MEML LTy, [ENi | WAKERE, FrER, LRI LT ARk
B DB 720, ] BRAON72, SRS UL fiE R BR 23  7
AV
7 EoEE
PR - BENEERICORMERT 5 2 L, |7TEERS
MR G L0 RGN A B D
TERBAEDOT, TOXD RS, BE
DIERZBIE LN OHRA IZHET 57 L
B & %2175 2 &,
QM LokE
BENERERICORMERT 5 Z &,
9. DMDOIEE
LB R AL a- A FL RSB £
ANk, BER & LTERABRALND Z &R
D, ZOLDRBEERIRHATOT LLX—
PEERR ST M A ETE R A DBE IS, AH%E
535 L BRI 35 ARFI OB RN
Bt S nNs2BETNNHHDT, BRNBEL
FAFTATO R ST ET S L,
H | — AT SCE 2011 4F 11 AkET (55 9 [
i B | FEEERA] (TR« ETREA -




NASONEX

Section 1.7 Listing of Similar Drugs

& 1.7: 2 RERX A

—E (RypA4ayoTOEF VBT R TIVEEL

NyoireyoroEdy

I XTILEHA)
—MREATR | R m ALY T a A T AT VA Rywa AR T a A BT AT L
58 4|V /a—haNuX—2T7 L —8H 25 g U a— b 7R/VEH 50 ug
&t & | AT 7~ RS HANT 7 —~ iRt
EBAEHH [200343 A 14 H 1986 4£ 2 J 13 H
FRERR | — -
AR R | — _
KLEN X 2 |8 AESE R AT AU S
{bHEER
(9]
)J\/(:n.;
8]
0 0
FE o |EBERARBARRA - 1.50mg (1 4&H) ., 25ug | 27 RAl (OMA) - 50 ug (1 7 7RH)
(1 =g )
Zhig - R | T LR —thagk . M ESME K T LovF—ER g, MEEBE R
s - e B, SEENIC T B 20 (1 EEEHZY WE 1A T e (NruAgY T aed
Df?//7utﬁ/&lx?wkbfﬁpy\VMIX?W&LT&WQ%IHZE%%WE
W, & GERRE, BRERE) ICEFERAT D, IRIRE, EFERE) /NUREZRER A HI O T RIPENIC
S SNET/N i@ﬁaﬁﬁ#é FBRANT D,
RF, RIS L EEEET B,
Ak 2 | KoOBFFEGLRNIE) ROBEIIRE LN L)
LA RFIERI OFAE L 722V EIYE - 25 O | LA ZRITEAIOIFLE L7V VERIYE - 25 O EH
Ewﬁﬁ[rw%%%¢ék%ﬂﬁ%6] JEORE DERZHETLIBZALSH é]
2AFIOEACHR L CRBIEDBEREIED H 58 | 2 A8KI D a2t U CREVE OBEERE O &
& £
RAEE S ROBFICIRE LRV L2l | RS ROBFICIRE LRV L2
%k#é#\% W E T HHAITXEREICE (AL T2, HICLBEET255ICTEEICE
5325Z8)] H+z3z8)]
FEREERBORBRE JERZEET2B8ZN S | MEEEORE DERAZMET 2B8ThH
%] %]
W o |VEERE ROEFCIEEICRETS 2 L) | LEERS ROBEFICIEEICEST L2 L)
5 L | OBREDRE DERZEES 2BLhnrd | (DERMEORHE DERZHES 28D H
&2 & %] %]
QEMEEHLOEE [(HLZ8EET58% | QXEESHMOERE [HiLz#ERd 5%
nnH s, ] nnd s, ]
G)EMEDEE NMFEFFAZRITBEAR | QEIENCRE [IE L& Z3RBZ2nn
»5.] »5.]
WFERFOBEE VEREFWETL2B8E1ND | @OFERFEORE UEREZHETIBZNAND
%] %]
2 BB HARNER 2. EE A SRR
(D BFVEERDRE I B OB BR | (D% EFSIFEERNRE 30 B o 2k 72 E bk
FED & XITHEANE UTARBNIMER Ly R & TRl E ULTARBNIMER Ly
N Zk,
QEELPEEBRLHBEOBRE T, AHl | QFEELIEEEARLEBEOBE TIL, AH
DEENTOERERERERICT S, Th DRENTOEREZEEICT 5720, Th




NASONEX

Section 1.7 Listing of Similar Drugs

FRAIT2RAEBERAMRE—E (RUO(A4YT7OFAVBIATILERK., Ry 4y 7O+
BT XTILEA) (HBF)

—fREVA TR

A= ¥ 8V Ay =Bl i - s S Vi U

Rym AR T a et BT AT LK

i o

S OIERD & DR RUD 35 £ 5 ook
EOFHT S & L,

COARAKIDOF G W I SER DIEAL A 2 B 1
FHaicid, Fle 22 I UEIHHWNE, 4
HPEAT a4 REIZEHEOHE L, ERo
B & o COFHERR 2 R 2 IZET D
&,

(DARANITFRHE DR DNFRO HNDH DT, FFiC
WEEOBHICBOCEMNICHEATIHA
L IEROSEREN TS L) Thh
X, ABNOEESUIEREIZ LD D &,

GYEHMEAT v A REIOWEITAFOW AR
EIRREIR DL E & T2 14T 9, BB
Hlzo UL D AT v A REIOREIEIC
T2,

OFEMIREOEHGMEAT v A NREEZ
W5 BB IR ERE A 2R B X
BNDHDT, EEMERT oA FHIOHET
AEONT BEL A% b B R B RE R A 21TV
SME. T, ERERRE S DR BIZIT
ICHEEZILY Z &, EMERHIUL—EF
MIZEE AT a A RAIOBEZITS 2
E,

DEEMEAT 1A REIORRN OV BRI £
ST, [EXME, & &5, S5,
fza, BhiE, R, BEOIZTY ., KiER
HEORERMNHE - BT LR HD5 (Z
D &5 RIERD B D b= HA I ITEY) 2
WG ELTH Z &),

3.EIEH
TKGRRFIZ I 1T D MR x5 420 619 11 {5
(2.6%) \[Z 1NN HFORIERARRBD I, Fied
DIF NI 2 1 (0.5%) . SNEWRE 11
(0.2%) ., SPARK 1M (0.2%) ., WREE 14
(02%) ZDEERDIERTH T2, Fi-.
BIEM & S RRAEMEOZBNTImE =L
F—NED EF 114 (02%) DR TH-72,
(HERZFEIEM
IR AMEICERW T, IRETTHE, SRR
EENTWD, oL ERED Bbh
A, B 2P IET 57 St e
BEITHZ &,

D ORERD & HIRERA 35 & 5 fthofik
POFHT S & kv,

QGIAA O E G I SIER OB 2 B 1
HAIiE, Fie 22 I vHIHHWE, 4
BT a4 FRIZESIEEA L, ERO
BRI B oW TR IRR & 1R 2 12T 5
&,

(DARBNITFRHGEIRDBFRO BN D DT, R
WEMEOBHFICBWTEIICHERTIHA
I, JEROSEIRRENRRHET 5 L 5 Thh
12, AFIOWEXIIKREIZDEDDHZ &,

G)YEFMERT 1A NEIOWEIIARAK] O WA B
RILIEIR DR E & THRZ (T, &I
B> TE—ED AT A REIORFEIEIC
T 5,

OEMXIIREOEGEAT v A NEIEE %
TN EBE TR R ERRERERE 2
bHHDT, &FMAT A FHIORERES
A ONZREDLS & B R ERRE R A 24TV,
SME. T, EERYYEEORBICIT 45
WCHEEEIL Y Z L, £ELBERDE
MIC 2T AT oA RAIOHEEZITH 2
L,

(NEHVEAT v A FHIOWRE ONZ BB LE
ST, [EIME, & XITEB, FHRE,
i, B, B, BOIZTH, FiRK
HORERMNIFEL - WMET 2R85B, (Z
D X5 IRIERN B b= HA IRy 2
WMEELTH Z &)

3.FIVEH
AGREFIC R 2 e x5 420 B 11 41
(2.6%) 2 11 EORWERNRD v, Fhed
OIF RPN 2 1 (0.5%) . SPNEYRR 11
(0.2%) . SPAR1HE (0.2%) ., WRREEE 11
(02%) ZEDEEZDIERTH- T2, T,
BITER & SR RAE MO E LM =2
F—VED EF 11 (02%) DR TH-7T2,
(HEKRZ2RIEH
IR . ZMENCR VT, IRETTHE, FENREDSH
BEEINTWS, 20X IERRD Bbh
7= EiE, #E5E2FRIET 5 S e
BETH>Z L,

QZ D ORIER QF o oREIEM
_ SRR E DI | _ ZERRIZE DI |
WEUETD [ ALBE, T S, F WEGETD  |ALBE, Z OB, ¥F
% it
JRYe=D SRR, BN SR SRR, AN
Sl SR, LI, Sl S, P,
i i s
HERIREER gﬁ PO B e ii;ﬁﬁ? - GHIE, H¥
REAG TR B A IR
P2 2




NASONEX
Section 1.7 Listing of Similar Drugs

FRAIT2RAEBERAIMRE—E (RYO*A4YT7OFAVEBIATILERK., Ry 4y a4+
BT XTILEA) (HBF)

—MREATR | R m ALY T a A T AT VA Rywa AR T a A BT AT L
Lo " e " Mg T —
8 . P53 A L5 P53 I A L5

=+ = Z DO FLICES Z DA SRS AL

L9 5%, WYRNEEZITO Z &,

T AT NVRAICOREICE D,
3R AL SE 500, WAETIETSHZ &,

4B ~DOEE.
— I S CIAERSRENE T L TWA D
T, BEOREZBE LA SREHMICE
By bEEICRG T L,

Shthm, PEfm, BRILES~ORE
PEIG SATIEIR L TV D FTRENED & 5 m A
E R EOFEIENERRIEE LR D Lo
SNLHBIOHRET D L, [HFERT
EFIAER A ST D, ]

6./ NREEA~DE

(WAANIAT oA FRITHLZ L 2EE L,
FEAT A RRIEANC K> THIER O
PRLNRWNERITHMT S Z L,

QFEM, REFERICLY REREL ST
TN DD, N> TE, kL
ELLIREL, BBOBSREZ 3175 2 &

GYEHARE, BHAR, LT 5 FLT
DIYRTH LTI, deROBIED 5\ 0 F%
AR TZ 0 BEREERA 720,

7. BB S
WERGICED . TERE - BT R
HIRHELNDZ ERH D, Z O EH
Wbz o 25, BIBKEAT v A REl%E4
G LGE CRERIERS S Sbhd 2
ERHD, ZOXIRGEITIE, 2R T
0 A RPREE T IET D RINECARRI %42 (2
B515Z &,

DEEA~OBRGEORIHEHIELZ L,
DARAN 2 &S I S & LT ENICRA
RN L,

MRICEZ I TN L,

(2)F G-
BHOZVGEEIX. FaRENPATEDD,
WHEWASHEDZ L,

GEFERIEK
AFNE. 1 BEdHT-0 60 FIEFETE S, #
HlZIZFOMBENTHER S 2 L,

9. ZDMOER

HEDZOX I REWERND L b= EaIc ik G2

E2)AFEREE IO m ALY T F g

808 LR 8.3 H FoEE
(DB G- (B 5RRH

EDZOX D REWERNS Db A Ik E %
BT 5%, @ERLEZITY 2 &,

EDHERE IO 0 xE T aed 3
T AT VA TCOREIZL D,

)R AR ZRAD SED0, WAZHIETDZ &,

4. A~ G
RIS IR AEESRENMET LTV D 0
T, BEOWRIEZBIZ L) bR SHImICEE
B lHEEICERETLL,

SHLhE, ek, RIS~ OES

TEAR SUTAENR LTV B ATREME D & D1 AT

1T, B EOBFRMEERMEE BB D &

SNDHGRICOAFETHZ L, [EIEERT

WA HE STV 5, ]

6./NREA~DE .

(WABNIATaA FEITHDLZ L E#EE L,
FEZXT u A RRIEHINT X - TIEIER OFEMF
DEFLNRWNGEAICHERTS Z &,

QFEH., KBEFRICLVREEEL X158
ENRH D, WY - Tid, EHEZ
ELLSHEEL, BROBEL 51T Z L,

QGYEHAERER, FrAER, JLIEUISs T
OHIITK LT, SRR OBIES D TR
AR 7= EHBRERA 720,

7B S
WERGICEY, TEME - IR SRR
FIndobndZ Endbd, ZoMiknER
WZblzoT25A., BIBKREAT A FRlz2
GG LT 5E L RBRIERR S bbb =
ERBHD, ZOXIRGEITE, AT
0 A NEEE LT 5 PIECTARF 2 R4 12K
=252 &,

DAHN T BRI A~ D B AH (S
F) THEHDOT, BTNV ENRSEAR
WwWZ &,

DARAN 2 &E g A & LT A S0
&,

MRITEFZE IR &,

Q)B5Ik
HAO/NRIEGR T T4V —) &H
W, FOr—R A IR L
MWoT, BIENICEFERAIEDLZ &,

(3) B 5B
B OZNEEIL. TR EPALEDL,

LAY VRIAL a- A F v RBIFIZEORE WHERASHED L,
EANCIE, BERAE LCTRARARELND Z & ()HEH A -




NASONEX

Section 1.7 Listing of Similar Drugs

FRAIT2RAEBERAIMRE—E (RYO*A4YT7OFAVEBIATILERK., Ry 4y a4+
BT XTILEA) (HBF)

—fREVA TR

A= ¥ 8V Ay =Bl i - s S Vi U

Rya Ry u et Ui AT VA

i o

WD, ZOLDRBEEAIRMFOT LX
—PEEA ST M A E B M JR DB, AH
ERG5 &0 BEIEIRITT D AF OBR
BRERENDBZANH DD T, FRIIBIL
ESIATOREBERET D L,

PTP AZEDEKANIPTP o — MO ED H L
THEATLELOFETHZ L, (PTP v —
N ORREIC XV | BEOELA T AN T RR A~
FIAL, BIZIEFILE B Z L CHERRIR R %
DOEERAGIHELZ DT 2 Z LA RES

nTnag,)

9. F DD EE

LB SRBIA a- A T R oSELEISE O
ANk, BWERE LCTREANRALND Z &N
D, ZOL)BRBEERRAFTOT LLX—
M2 SO A EE M R DB 2, AHKE
Beh4 2 &, FERICHT 2 ARE OB FEH
BitshdBThNnHDOT, BERNBIEL
AT N B ET L L,

WA SCE 2010 422 AWGET (56 6 D

IATSCE 2010 42 2 AUGT (55 7 W)




NASONEX
Section 1.7 Listing of Similar Drugs

R17:3EAEBEMGRE—E (RUOA4Y U TOEFVEET X TILIRAA)
—RHILTFR | Ry AR T BT R L AK
W 58 & | TAT v rPAQ R —HIL 50 pg
& b 4 |MSD HRAAEH:

AKFRAEA B | 199443 H 15 H

PFAMELR | —

FFREAmAE R | —

B X 4y |05 A R IE

sz S

FE . g | BRI AREA - 85mg (1 8.5¢gH),
0.05 mg (1 [V )

e - R | T LAX—ME&k, mFEEME &K

s - i | IR T OMRZTOE, WKOBICAAZ 1
MEALY 1EEEL, Z OO & ALITHE
THSHT 5,

TN T S ALIC R OEREE 4T O

A, 1 E R BEOW A (R o
AR T F AT L E LT 100 pg)
. 1 H 4 RBISPENICEZRAT S,

AR, EE 1AL 1 EBEOR A (R o
AB T EF AT E LT 100 pg)
Z,. 1 H2E&EENCEZERAT D,

7p¥. Tl - ARE - BRI X EEEET S
N, 1 HOFBAEEGREIT, BATIE 16 A, /N
BT 8MAZREL T2, £, EROFEM
DO NGB, FOH%OFKEEBE LN
HIET 5,
= B | ROBHFIEE LRV L)

(WA 2PUERI OTFAE LR WEYYE, 28 DHE

HIEDBE DEREZMET B ENRH 5, ]
QAAN O ST L CREUE DBEERE O & 5 K

*

[JFHIZZ] ROBHEIITRG LW & &
HIE T 20, FRCRLE L T 2HAITTEEICE
5352 L)

FEEZMEREBORE DEREZEET L BEAR S
%]
oo |[EERE (ROBFICIEECRSTH L)
. .| (WBEREDRE DERZHEESIBThnd
= éoj
QEMERHmOBE (K4S ET 562
nrndH s, ]
GyEimEDBE [E A2 ZFBFhn

»5.]

(DFERIS D BFH UERAWET 2BENNRS

%]

N
/l

10



NASONEX

Section 1.7 Listing of Similar Drugs

K17 3ABRAMGR—E (RoOAL2YTOEAVEIATILRAF) (FGE)

—RIATR | Ny XY T e T AT L AFH

Lo |2 EER AT

™ i 3 e TR S0 2. A

BB oL & IcEENE AR L7
(%) =

QEERBEMERCEEFOBE T, AA
DRPENTOEHEZHEICTH12D, Zh
D ORERD & HREEERD 35 X 5 ok
EOFHT S & L,

GOARAN OG- B I BIER O AL B
72HEiE, fie 2Z I HHDI 0T, &
AT a4 FRIZEHOFR L, ERO
BRI PR COFR A 2 R 2 I2iET 5 2
k.

OARANITRHR DR NBO HND DT, HiC
WEEOBFICBWTEMICERT 2546
L IEROSEREN T S L) Thh
X, AFNOWESUIREIZ LD D L,

G)YEHEMEAT 1A RAIOWEIIAF oW AR
ERRIEIR DZE & B CTHRZ AT D, BRI
Hlzo UL D AT v A REIOREIEIC
95,

OEHIIREOEGEART 0 A NEIEE %
T B EBE TILRIBRERERERE
BNDHDT, EEMERAT oA FHIOH T
A N BB © BB R E SRR A A 1TV,
SME. FlT, EERYES ORBEIIE 5
WCHEBELY Z L, 2, BERHIIE—
BRI 2 EEAT v A REIOMEEITO Z
L.

NEHMEAT v A RAIOREN OV FERL
ST, [REXZWME, & EIBE, FHRS,
fza, BhiE, R, BT, KR
HORERDFBL - HESTLZER’HD (2
DL D IRFEIR D S b HA I ITEY) e
WG ELTH Z &),

3.EHEH
(HEX7Z2RIER
IR . AMENCR VLT, IRETCHE, FRPNRE D
HEENTWDS, 20X RERBRD b
AR, TS ET RS 572 Sl e
BETH>Z L,
Q) DoOEIEM
TO LS REWERN S &b Haic
92

WL JEIRITIS U Cltl 7 L& 21T L,
- 0.1~5% o) s
BEE R Sl 0.1%ATi
WEELY | FLBE, % 9 SRS DR
FE, THIE iz
= e SER R | S, &
Wik, =9 | Y BR
FERE, HofgE | R, MRIERETE
VNS
Eg) i}z)\
< L&k
FEAE

11




NASONEX

Section 1.7 Listing of Similar Drugs

K17 3ABRAMGR—E (RoOAL2YTOEAVEIATILRAF) (FGE)

— IR

RXyua X o7a et g 2T Uk AK|

fEH o

* =
(i)

WA AR
(R, )
[N S
BARTIR

1 zeslf o8
&

H oAb & | El R

L
e L

OB
Rt
Zz O fi

SEIR. D EWD
SfEse KE RO
LY FEEL - HE
DG ZFIET 57 C@EE R uEEITH 2k,
2 AR Z WD S50, WAEHIETDHZ L,
E3ENEEM 2 LFa 2T a4 REEREZIC, &
MBERILFRO HITZ L OMENH D,

A FEEE~DEE.
— RIS A CITAERSEAE T LTV A D
T, BHEOREZBER LN LEEICHEE T
HZ L,

5hktm, PEfm, RIIRE~ORG
BEfw SRR L TV 2 FIREME D & 2 I AT
E. R LRSI ERRIE L RS Lo
ENDHRICORBET DI &, [AHITEY
KR (7 > b)) THEAEERNRE ST
%]

6./ NS~ DF 5

(WAFNIAT A FRITHLZ LEBIEL,
AT 1A RREHN & - TR OFEME
PELNRWGEEIERT 5 Z &,

QFEH, KEMAICI v RERELKITBZ
nNnd s, HHICHE-> L, HREEZE
LS L, BRBOBIEE 010475 2 &,

GYEHARER, Fral, AL s FLT
OWRNTKT T 2 L EVETHESL L TV o
T, EHEIIESGTLZ L,

7.8 G-
WEEGIZLY, TR - fIE R ERHERE
FIndobndZ Endbd, Z oMk nER
Wbleolfh, BIBEREAT aA NAlE 2
5 LG L RRER N S Hbind Z
ERBHDB, ZOXIRGEITE, 2R T
oA NEEE LT 5 PIECTARF % R4 12
2952 &,

8. Z DDIEE
LB RBIA a- A TV BRI o £
FNix, BWERE LCTEARALLND Z &N
5, ZOLDEERRATOT L X —
PERR T mE EESE R K DO BE I, KK E
BehH4 5L BEIERICRTT 2 ABI O EN
Eik s oBENRH D DT, BIRIBIZE%
AT RN bR 5T A L,

WA 2010 4F 10 A SkET (G 9 hR)

12




P0360-B1

¥3%20124E 5 AELAT (BB 5hR) H AR RS o o 3 5
2010410 A T 871320
EEEZER 7 LIILF—ERaES
M ARR  EE - REFOMGEA

- - 5608 % FH 1125 7%
FEVRATE S . & 22 % | 22000 AMXOL710000| Z000AMX01711000

® % f I #.| 2008% 9 | 2009%9

’ y*‘)ﬂ RE&50ugb6IE7E W 7 B %] 20085 9 | 20094107

B g 1997% 2 A

"")“*Uﬂogﬁa?&soum 120E% A

NASONEX® Nasal 50ug 56sprays, 112sprays
EXIVITSVAIRVBIZATILKOIRER

Wk« SRR

{ERRAR © 34F
fEFRABR @ SRR

TE (IR LoEE] oEEH

€9 MSD

[ =B koBBCR#ESELEVWZE)]

) EDERBFIOLEE LE VEBLE, 25RORFENSE
# fEREMBEILZBINI H3.]

Q) AFDE S i L CRBEOBREREN S 5 BE

(4) A7 04 FHRIOZHH#S5H 6 RIS B2 225,
B R AR A & R AR IR (BIET & B W Id A s,
BEERV)2%) PRETALZEDNEHALADT, TAbD
Bz ERYDSbRAHEIE, B LB EITIZ L,
T, EHERAT O FHIOBEER IO R %D B
BRI 21T\, AME, T, EEBIYESOREIZIX

¢ . : +aEEERLH) 2 &,

wli - £0) (5) &HMAF U4 FAl& B L TREIEVA, SBXF

Wk 4 |77 77RO ug (7R s A® RO ug 04 FAIORG XV 25BOER (7 vy v TEEE,

S6IR % i 112075 2 vy v FRER, RIS EREEE], NEDRERIE,
B__# EAIT YT T HNRSBIAT VAR BEEOET, ANE, RNELED) PRET L TRE
atige | 2T 0.5ng Wb, Bl BN, RIS OB a1k el iR
1 EIREH 50ug v, S EOTERDRD b a8 B & 7

NP I =Y ALY, YN — 180, Rk 3L,
WM LARS R AVARSATRY L TIEIT () T LV E — RO BEC BY TR BT 5 5
I R A A &, EROGBREIEHET 5 L) Thiu, FHOWE
3 K F {0 0D AR A 70 S3 L o RN V- Nl N

1 BB OEFEY 560 | 1126 () FROBSHH» AU Ecb-58413, BPFBRESD

XEAFVSVTITUVANEYBIAFVELT

BETRICEETAZ L,
(8) FiEDEBICH LTIZ, WFREZEZ T, ZOEREHL
EREPIEL, PURE DAL RS FTHITAZ LD

[3h8E - 20R] g3,
TLIX—1ERH% #%3. BlfEA
<BA>
s [BE - BE) KRB & T ORRHIET, AH 51T BRI 31,7536
<HAS 12760 (7.2%) (C@BO LN/ EhbOWE, BER FHE,

W, RALKE, SSRC2HEETOIBIEESETS (X
2L TSUHNECEIZFILE LT B200ug).
</NR>

B, 12RKBONRICE, BRECIEETOIH 1EBS

T2 (EXRVLTSHNKCBIZFILELTIHI00uUg) .

B, 12 EQNRICE, ERRIC2EETOIA 1 ERS

T3 (EXEVLTSUHNELBIZFIVE LTI H200ug).

[EALENFE]

| HERS (ROBEICIHMEICRETSIL)

(1) BEEREB, REROBRER VIR OHEMAN A BEH
FEREZWESELBETNDDH 5.]

(2) RSB OBE M HESELBZ00DH 5]

2. BRLEANIR

(1) & - IEREEFEESRE L2256, FFloks2hikL
WY R EETH) Z L.
(2) AT o4 FAlE LT EVAY, S8ATo
A FHIZH RN, KIS 3588 I/NEORER
ExRZTBEWE D 5. FAZNRICRBHEES 325
ik, FEFOEHOBELX+H/ITHIT L, T4, FH
WCdhizoTid, HHEZELEETAZE,
AT 84 FANTBIMSEE 29063 2ERD S 5720, Hp
gD D HBEE, BOFMEZT/BE, H5HVITEN
WodhsBEHE I, BEIEET LI TERAZHRS Lew
Zk,

(3)

TR, W, &, BRE) 4061 (2.3%), WHMESEE
ROCGRISUR, &5, U, S5 2861 (1.6%) Thorz.
¥ 72, EEFRRACIE O W EE) 1, 7536 13761 (7.8%) (=
BH LN, ERdOIE, V) U BRRA18F (1.0%), ¥V
WVEY ER18H (1.0%) Tholz.

B, BEENBERRE Y SR L ARRRE T, 23064 7
Bl (3.0%) THEHREBENHETH 7245, HIEAERIEL
W S NAFERNE Do 720

</NR>

FE - A2 oBINKEE T Co/NNBEKRRABE T, RAICB

AHEIVER 12300614 8 ] (2.7%) ICRB® bz, Ehd DI,

BAER Ok, midusk, s 561 (1.7%), S 3
Bl (1.0%) Thoso

7z, FRPRERFEAE o S 258 133006171961 (6.3%) 1220

bz, FERIEMEIC L 2 EESHRBICBWTmF I

F V= ME A ERCEIE LA R, 80B1H1561 (18.8%)

W INVF = VIR HRBD bz,

(1) EXEEIFEA

TF747F%—HER BREFR)=: 7+ 715F 7 —
FRAEIR (WPIRPREE, SH#f, METE FHES) 5°d
bbb ENHHDT, MELTHIIT, REIFRD
S EIc AR ORGSRk L, #YLRLEEZIT)
Eo



horiy
Typewritten Text

horiy
Typewritten Text
添付文書（案）


(2) zooEIER
WD & HREWEH D S b b7 a121%, R U CE
R EZITH T &,

1~ 5 %Ki

1 %Ki
HRBEOIES

B IR CRUBCE™ | 50 ™2, B,
ZHHERK, WA | P, < Uedh, WE| S, B
e, S ANHE | R stk (kg
%), FER )

Btk

ISR (il
WP, A
B, )

SERERBRY

3

o | B

FE | Fi

SRl

]z AeN
IR

Bk, RAGE g%

B B JiF B BE [ & ALT
(GPT) L5 AST
(GOT) ER#, €
Ve EH, AP
Homa) U
BRI S, 4 W
kW%, HERIZ,
1R T = 1
kW %, F Ik 5y
] 5% H AR I R R
2“:2), ANEZ O v
YA A<y
Yy M)
BRI A, L B
B G A LR
SHE, PREK
BEARE, RAE
BUN LA, V5
=)V 5
FLE F 38 BUSURE |3\ e OV N D B R S BR R 12 260 <o
D) N COMREEO®RE TH ) HEAH
1#2) /NEORRKRRERT 30 5N EIEH
4. SEHENDERES
— I EEE T AEBERRESET L TWwb0 T, BEOIRE
LGNS EEICEGTAI L,
5.411%, ElR, BRIABEFENOHES
W0 AT IR IR L T 20 BB D & % I NG R Eo B
A ekttt z ERl2 S SN EEEICOREGTTH I L,
R RO 5 L 2 8 FEh% (9 v b, o F) T
IR DS iiE E T W 5.]
X6/ NEEANDRKES
Ao, FUR, FAERXHEKHAERERICH T 5%
ST L T, [EIRIZ BT A R 22 v, ]
7T EALDEE
BEREE . SHENEZERICOAMERT 52 &,

AR R
z O

DVF =R HR =TT AE,

BESEREE

[E4EhRE
1. MIEFEE
TR AR HKI200ug (6 61) 1%400ug (6 41) % 1
H 2\ 7 HEAESENRES L2, miEpEx s r
7T HNVER VBRI AT OVIEEEIZ200ug 1 H 2 580 1
BHZ BT F G- %305 IS ER TRE b3 22 LH 5 E
(57 .2pg/mL) WSRO SN2, MOBERE L&MW ER H TE
EBRARGE (<50pg/mL) TdH o727,
MORTES) AHNORNOKRA G - Hald, [@%, RAICE, SRpEc 2m
HBTO1IHLIEHGTDE (EAFV TS5 HIVEUBIAT IV
& LT1H200ug o] TH5,
2. 1€
t MFI 78y — 2% HWzin vitrosU5E Tl LA #L Z AE5ER
oo, ERTEIEBEOREWD 1 DL LT6 pAREELAD
FEFR SN2V 6 BIKERIbIR D A B2 B 5-9 5 P450%)1-Ff &
CYP3A4ATH 5 Z EDHER SN T 5,

o [ERPRA#E]

1. A

(1) AERAERERER
WEET LV —MEREFR L L7258 THEER I2B W
T, BHIDHLHNET 72 RE 2 MG Lz, 4 BAERA
a7 OEGHEN O G TROZLEZ TRITR L7,
AFENE 7T RELBE L T T LoFGETHEEIZENR
Tw7z (p<0.01),
H4) < Lom%lE #it, B, SNEIHEEORELZNZN0 ~

3EICATTALLTARILZZA2 T (RKAa7I312:45).

F1 HIERBRICHI 25 2 BHS IO 4 B
RZxar
i " &Eﬁﬁ(gﬁiigi
100ug/H (57 1) 75 (Sé) &)?3)7
200ug/H (5r1) 74 <gﬁ§> &fé?
400ug/H (53 1) 7 <g:g> <7oz.lé>2
200ug/H (45 2) 75 <g§> <_o42(>)
400ug/H (472) 75 ((7):;) (7043)1
VAT 7 (6% &55

15) AF DA DKM - i, TlE, WA, KR
2EHESO1IH 1RGS2 (FEXF VY75 AINVKRVERT
A7 ELTLIH200ug).] TH Do

(2) HesatER
HWEET LIVF—HRBEET R E LS THRBE 1B
T, AHI200ug/H (501), 7ZVFHVr7Fat B
A7)V (FP) 200ug/H (532) »50IiE75tK% 28
M35 L7ze 4 BIEIRA T 75 0¥ 5.5l & O3 54 T I
DOEAbEE TEIZIN L2,

x2 FNERRICHT2HRE5 2BEHRIEIPILRED 4 BIE

Rxa7
S BETHE (BEne) o
P N RE i
4‘;—‘(”290%/5 143 8.3 3.9 | KHlvsKHI 7T £ R
(41) 0.1) 0.2) |20 sifEseit
FP200ug/H 8.3 —3.7 | GEFIHMH) -2.3
5 2) 421 0.2) |95%CI: —3.1~-1.5
! Po g 7.8 —1.4 | KHIvsFP
ARTTER 32 (03 | (0.3) ;-Iz@%@g,%@
e e 8.4 -1.8 | GHEEPIHME) -0.2
FP7 7t R 34 (03> (04) 95%CI: —0.7~0.3

16) ZNTHOEIEIIN T H 77 REE LT
TE7) FEEFIgME, 95% m BE X (95%CI), BRiEER7E (3 3% 5
N O G 2 i & L i o i Sz,

cmo

2.8

(1) HteEss
WMERT LV F MR EEZRE LA EERILERES
ZBWT, AH (5P E125 R 0 100 ug/H (43 1),
12 DL 16 AR 1 200 ug/H (43 1)] 20375 kR
% 2 BRHS L7z. 4 BSERA g 7 oS5 iHE & OS-
WTHOEILER TRIIR LTz, TORE, 7IERIIx)
T 5 ARAN OB HEE S e




x3 NEBFETLIXF-—MERENRE L HEEER

ICHT 2185 2 BHXISFIERD 4 BERKIIT

" A (B i)
B0 e [ ikE K
) 7.5 -3.9
A Gr1) | 2201 ) | 0o | skl
7;; ‘T; (g M) —2.1
P e 7.6 —1.9 |95%CI: —2.6~-1.5
Z7ER 113 g 02 |

W) FELIYME, 95% MiflfEHEIXH (95%Cl), MR L3 51
fill, #5HREOERKRE (5D 125 K, 125 2L E167% K
i) & egEEr & L2 i SR S e,

EEEER (B EER)

NREFHET LV —BEE (6 R EI2EN) 2%

ELAE TR ICBWT, AA100ug/H Grl), X

suXyyry7ut YR A5 )V (BDP) 168 ug/H

(5F2) HHVIETITEERE 4BARES L. GEl8EEIR

227 ORSHE, %5 1 HEE ORISR THEOE{LE

TRITR Lz, 355 1 ABRUERSE TR TIE, KHIE

7 REMB L THEIENR TV (p<0.01),

19) EREOFHIIC & 5 < L2 A%1E, &, #P, #NZ9EEKD
BEEZFNEN0~3SICAaTILLCREI LA AT T (R

A3 TIE125) .
x4 NEFEEMTLUIF-MSREXNGE LAETHER
BRICH IBEEISERX 7 (BIHER)
ri 1 $g- 4 Ak
B |20 | s M _ SR
%{ [:.%H 11) @H 12) 7&1 t%mlh @L £12)
2 #1100 a1 _gg | FHNSTT| e | HAsTT
ug/H | 135 (ﬁ) w tRDE @ tRDE
BDF;IE?S % 8.0 ~28 p=0.01 36 p<0.01
sy 10 Gy | 4 |BDPw7I| (29 |BDPvs7Y
Gr2) T vEeE | | exoE
. 8.0 -19 109 —24 112
ZZER | BU (5 | B2 |p00 | 28 |poo

FE10) 5RO Y 4 BH T PIEE OB

1) P RS

H12) HESRERO MR E R & Lo
BRERUVEETESH—TEF—EIBREREEICH T 2 HE
(B HER)
NBOBEET LV -MEE (3R EI0EER) %X
KL LB EREREY 1B\ T, AH100ug/H (1)
HHNETTERE LVERBES L. BR1IERT IR
ERIRLC, FANC X D AEABENHIZZED SN o
7oo F7o, BURTES - THEMA - BITRE AR (4
FU—) NOEBEREBIEDL N o7,

[FxhEez)
ERAYS VT ITUHINKRUBIAT VIIEREIEREA T4
FETHY, 7 VUV —ERAROMEIE R 5. Bl
WG &) 7 LIV F =R ST TV BV TS RE R
ERZR L7z,
1.7 L ¥ — 2R INEIER
XYY T T HNK VBT AT IVIEREBIEET v OBt
JFEFHRRENORRILROG ORI, Lok, HEE
178D, BBA K OEBBMETTHE ISR LT, BERRRS- S X D
HIVER 2R L7z (i vive)? 2,
2. BERMAIE(ER
FERAYS YT I UHNK VBT AT VAR KEET VT
HoH< A0 b PWMEFEICK LT, BRSO #E
fERZRL, ZOEHEIRZ0X sy 7ut VBT AT
VI QIERHETEBELZ (novive)™s
3.251ER
BO¥RS LBo~w 212803 2 WIRZEmIER, BURTH -
T HE R — FE R R IE R O E BN EISIEE, SO
WZEIVE Y MIBIF LRI ¥ 7 BRI AEH O FEFIIE N
saRAY Sy 7aEr VBEIAT VI b EAETEL

(in vivo) s

R

4 {ERE

ERAYT Y TFTUANKYBBI AT IVIZE POANLIS—T
(Th) #ilaronAf v —uAf x> -4 (IL-4) KRUIL-5
A (Th2MfEOWEE L) 3 L7z (nvitro) ™ FFENTZ
52 X b fedh g~ v A DIgE f OTgGlITARE L % 0 L 72
(in vivo) o S5, T v MFEEEROE[LIER T2 X 5 lEE
BEERT S8 Gnoitro)®s SNODOEFIZEIDERAST Y
VTG UANKYBIATVIEEET LIV E—EEE T
2BV TESERIGIER 2R & E 2 5N D,

(B2 BT 2B RFN R )

MK AT ST T UANKY BT AT VAR (JAN)
Mometasone Furoate Hydrate (JAN)
(+)-9,21-Dichloro-11 8,17 a ~dihydroxy-16 a -
methyl-1,4-pregnadiene-3, 20-dione 17-(2-

furoate) monohydrate

X

Lo,

* H0

53Fa H0

o

£ NE

CrHxCLOs *
539.44
KTHBEDOH K TH Do KMIEIN N-VAF VT X

M7 3 FIZETRT L, VFFTUI2ReREIred <,
Ay =), TH =) (99.5) XiET7ELbr=F1)Nm
IZVEITIZC L, KIZIFEAEEIT RV,

Al A9220C (50R)

[ER W EDEE]

1. BEICERMHFoE SR OEHERSZEL, HHTEY
RETHLZ L,

2. REIOMHANICERT L TICE RS 2 &,

3. ARFEIOMEEREEO AT S 217 (10BIARE),
EZBERICR DL E 2R LMERTAZ L,

4., BEOZEHRPE R ETEIP RN &,

hise

2]
TRy 7 A% B RE50ugb6MEFE A 1 10gx 5, 10gx10
F Ay 7 AT RUEES0ugl 1208 FE H 1 18gx 5, 18¢gx 10

o [EE ]
1) #FrEER B
2) ERIRSER (RENERL)
3) B (RLNERD
4) A BT A HREERERR 2008, #f123, 1
5 & fERIEFH T LIF— - 1 2009, 16 (3), 394
6) NEEIGE LTI 2R R LR GLNERD
7) Meltzer Eli O., et al. : J Allergy Clin Immunol 1999, 104
1), 107
8) Schenkel Eric J, et al. : Pediatrics 2000, 105 (2), E22

9) Kamei C, et al. : Jpn Pharmacol Ther 1995, 23 (11),
2979

Sugimoto Y, et al. : Pharmacology 2000, 61 (2), 91
FHHER (HNERD

Tsumuro T, et al. : Eur ] Pharmacol 2005, 524 (1-3),
155

Umland SP, et al. : J Allergy Clin Immunol 1997, 100
(4), 511

Magari M, et al. : Immunopharmacol Immunotoxicol
2006, 28 (3), 491

10)
11)
12)
13)

14)



15) Sugimoto Y, et al.: Int Immunopharmacol 2003, 3 (6),
845

[HFERE - HBERBHEVEDEE]
FEESCHRICFEMOHNERHNI O E T L TH TRUC IR T S\
MSD#ALEH MSDAHRAYv—H K-ty y—

LU T-AUH X ILBEIE1-13-12

EHRBIRE DT 0 7)) =54 XV 0120-024-961

ZAFE >9:00~18:00 (HHHH - BALARH 2 k<)

BIEMRGTTT

MS D=4

RREBTFHAHRNEIL1-13-12



NASONEX
Section 1.8 Draft Package Insert in Japan

B R
B R L oottt ettt ettt ettt 2
1.8.2 ZhHEE « ZhB () BRONZDFREARIL oo 3
1.8.2.1 ZHAE » IR () oo 3
1.8.2.2 BRIEARIL oot 3
1.83 AL - AR (B) BT DFRTERIL oo, 5
1.8.3.1 FHTE * B (ZE) oo 5
1.8.3.2 BRIEARIL oo 5
1.84 il EOBEE () ROZDORRERIL ..o 7
1.8.4.1 282 (IRDBFITITHE G LZRUN T L) oo e, 7
1.8.42 HEHKELG (ROBEICITEEICEG T DI L) e 7
1.8.4.3 FE B 70 R AR B T B oo 7
L.8.4.4 BIHE R oo 9
1.8.4.5 T A ™ D BE G oo 11
1.8.4.6 It PERm . FZFLIHEE D BEG e, 11
1.8.4.7 /NI ZE A D EE G i 11
1.8.4.8 J0 H b 0D T I oo, 11



NASONEX

Section 1.8 Draft Package Insert in Japan

BE—%

s EE 4 R
CCDS Company Core Data Sheet ({EEFEET —H% > — 1)
IgE Immunoglobulin E (%% 27 17 1 o E)
MedDRA Medical Dictionary for Regulatory Activities
PAR Perennial Allergic Rhinitis (GHFMET L /L % — P 55K )
PT Preferred Term
SAR Seasonal Allergic Rhinitis (FEHifE 7 L L ¥ — &%)




NASONEX
Section 1.8 Draft Package Insert in Japan

1.82%EE - IR () RUZTDHRTEEN
1.8.2.1 heg - R (F)

T LI —PEREK

1.8.2.2 X E R L

KIBICBITDRABRETIX, BEET LLX—MEK (PAR) ICXT 2 “HEBEER L
B (JPC-342-31) [113.13HD 276 HIZEWT, EXAZ Y U7 TV AR VBT
AT VKIS ST (KK OT7VF AV T a et iR AT VST D IELVENRGE
SN EITED . RADT LF—HRREF T T 2ARKFOANENFHER S, KA
IXRRADT LAF — &R OIS T 2008 4 7 AIAR SN TWD AIZR T 5/ L EE
TlX., PARIZxT 2 77 B ARA LR (P06332) [&EFF 5.3.5.1.1: P06332]% FEjii L, A
HOTZ 2RI T D2EEEDRRFES L, NEOT LAF—MEREFITHT IR OH
@@ﬁ%?ént:&ﬂ%\mm®7vw¥—é%%’owf$%%$%%ﬁoto

AFNO/NRBF I 2 EIRART CIE. RF ORI I51T 2 5 i 4G 3 R o REAf &
BTdh o, AREZSRLE LK ﬁ%(mo‘smmxmo.amsnnjm3@@
2.7.6 H]EL FIERIZ, PAR Zxf5R L LT, < LoARE, Rit. AR UCRNZ SEROT
LR —MERROMBARIERIZCOVWTAaTbL, b0 4 5DRIERA 2T 245
L7 4 BIERAR a7 24BE L L CEKRRBR L e L7z, ZO/RR. 77 & A5 iR
(P06332) TlL, AFDO/NREZFICB T LA MENEREI N, £z, B GHAR
@%B@[%ﬂiﬁQmP%Bﬂfﬁ\ 2L b, &R 24 B o EMEGEE R,

[ZH1T D PAR BH O SRIERITK U TR L 722 R 2R L, &5 H 1k« #& 7 % o BEBOE IR
&Uﬁ%ﬁ% IO BN h o T,

TULAX—MRRIT, SBREBIEIEDHRGR (T L7 y) OREREIZ L - T PAR
L AXEMEICRBINDIFZHET LAX—MHEL (SAR) ITKBIEh DB, bl

IPURIR R &I KD BIEROBREORESCHMFEROFEOENIH L DD, &7 L
X — DOF IR I MR IR ISEWIE R, £ BT o4 RANZ, WP b okt
JR OB O 2 o7, 1gE & L 7o HURGUAR SIS AE 5 N8 i Al i o hf fe Bk 70 & D i
MR OTEMALRCRIEMEA T 4 =— X —OEAOMENCAEB T2 2 &b, RHERIEE LT
HAOWond3HTHDH, Lehos T, @EELOFEHEOWT LV —ERICHT 2R
%x%u4Pﬁ@%%’iémm&mk%z%héo@$\7vw¥—@%%@ﬁm%ﬁ
THREAT oA NEITEENE, FEHEORMNERITEY ., Ak - ARIGEWT
72N [F 1.8.2: 1],

AT/ D SAR BBEHEZ KGR & LI AR OBRKRBBRILFE M L TR E OO SAR
& PAR ORIEICEG T HRIEMEAT 4 =— X — R OZOFEF L L THN D EERER KO
ERIR AT IR L THR 0 | W23 2 3EA O IR H D R T ARMITIXIZERER ISR BT 5
EEZDND I END, RANTSARIZKRI L THAEMMEERT EEZOLND, 7o, AT
DN D SAR % *kF5 & L= KRB (CSR342-06, CSR342-07, CSR342-08) [1.13.1.3 THD
276 HITFEMINTED . BAD SAR FBE X T 2 RKHOHZENRHER I TV D,
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#1822 1INERDBEREEITHHEEATAA KA

P i A4 — 4 WHEE - DI Rk - HE

INERAZ VT —8YE Rk TAFh Y o FuaeFd TUAX—MRE, 1A 1 EE/FEPE (50 png/

25 ug 56 "EHEH VBT ATV 1. 4 38 Bl P S % W), 1 H 210

U )a—FreXUF—ZXF XAz 7ot FUAX—MEE, | 1ES/HFEFE (25 pg

L — 8T 25 g F BT ATV Aff A7 5 ) 1 S % ). 1 H 2

J ) a—Feh 7B RZ7u A X o7t 7UAX—MWaK., 10 1 EHEFRE (0 pgy

50 pug F BT AT L 1. 4 3 Bl P S % WEE), 1 A 2@

TATYYPAQR—HFN R mAxyrTar TULAX—MEK, 1 1WEE/RE (50 pg/
F BT ATV i, % 3 B P R EEE), 1 H 4M

PLEDRI S | KA DTN NRDOT LAF—RAREEZDDLZENARETHDL EE

2717,
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183 H% - A= () RUZTDHRTEEN
1.8.3.1 i - HE (%)

<ﬁA>

WE . RACIE, SR 2EmBET S 1A 1RESTS (FAX S TT0h
NARUETZ AT LE LT H 200 pg),
<UpIR >
W, 12 AW O/NEICIE, FREICIEESTS1ILHIREESGTD (FXAXY
VITGUANKR U AT VL LT 1 H 100 pg),
WHE L 120 Eo/NRICIE, BRI 2EETHSOIH 1IBERETS (EAXY
V7T UV R ATV E LT 1 H 200 pg),

TREED - BEAGEIRAT SCE 2 © O ST

1.8.3.2 BRER L

INREBFEICBT D, AAOHRES 5 1L - HEIEX, ROBIMIZE S W,

AFNTFT TR AREFICBN T, B, AT, FalEc2EET > 1 H L EERET
H (FAXS T TUHNVR AT LT H2000g) . | DA HEICTER
SINTWD, IROHESERE - HEIZSW T, FMEARRA - /IR ROV H AR AN BE
THENE S NTZARBOBERRBEEEZUTOLIICHEET S Z LICXY ., 2ERHO/NET
(£ 100 pg/H (1 H 1[ED, 122 EO/NTIE200pg/H (1 H 1E) EEEE LT,

HANRADT LV —M @ REH & xR L L @R (16 2L ) (JPC-342-20.
mo.amsn*ﬁ\$ﬁ(um\mm4muya)@7?@fruwmﬁf%q%wﬁ%é%
R EEHIT, 200 ug/HEZBHITH &3 2 HESEZ R L, B NS 1T D HELE FH & 25 200
ug/H (1H1[FE) THHZ 2R LT, 7o, AAEAKADOT L —MEa Rk B %2 %t
& LcBamatsr [f-orr (185l ). J-079 (12 5% L0 £) ] [1.13.1.3 THO 2.7.6 H] T,
AFKl (50, 100, 200, 800 pug/H) Z7 7RI L THAREICHEWAEEZRT L L HIC
200 pg/ H 2 8H4TH & T o &ML MR L, SAAEAKRA (122 E) (2B 1T 2 H#EH &
23200 pug/H (1 H1[E) THDHI &EMHERLI,

Lo T, BARAN (16 mEL 1) EAEAN (125380 E) O A3 2 #E5EH &1 U
EEZLND,

—JF, ANEANRROT L X — R RBEE SR L UIERREER (6~11 XL 3~11
%) (CJ-161. J-090) [E#} 5.3.5.1.2: (J-161] [Z ok 5.3.5.1.3: 1-090] T, AH] (25, 100,
200 pg/ ) X7 7 ERICH L THEIZEGEWAEIMELZ RT L & 61T, 100 pg/B ZFEITH &
DR ERGEZ MR L, SMEANRICH T 2R &R 100pg/H (1 H 1) THDHZ &
e LT,

UEXY, ZROENNDOT LV F—MERREF 2RI LCBIREABREEN S, AA
NNREFTORBER &1L, AMEOm D HiEsh & RIS, 12 3R O /NNETiE 100 pg/
H (18 1A, 12 ED/NRTIZ200 pg/H (1 H LIA) THDEHBLE, 2z
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FET 572012, PAR D 5~15 i O/NREFZx 5 L L C _EEREMLERICE D7 78R
xf R EGRAER (P06332) A 34 L7z, £ DR R, REMHER TH o &5 2 % (LK)
D4 BIER AT L EIZBWT, AR O T 7 2RICHT H2EEENRIES N (95 %0l
MMEFE X : 1.5459~2.6079), F7-. PAR @ 3~15 mDO/NEERE Z 5502 12 #ELLE,
KE 24 B £ THRE LEEHNRERR (P06333) Tk, AFIORITHREGK THE T
LTz,

ZERMEIZOWTIL, “EHE R THEGE L7 7 AR5 ERBE (P06332) (2
BT, AEFERLOREHORBFIL, B5HBICH O RBEEO TR D v
ofc, £lo, 7R EHB L TCARBICHERICEBAET 5 EFERLLOCRER TR b
Mmole, EHIT, 12BMLLE, KK 24 HBHE TS LIEEHERGHE (P06333) 1B
ToH., HIKREREE R AEFEZLOCRERITRD bR o7,

PLEDORRAE S, 12 5% EO/NRCIER ADOHE - HEEF T 200 pg/H (1 H 1[E]), 3
LA B 12 sEAR T O /N TITRA DY ETH D 100 ug/H (1 H 1[8]) ZHELEHEE L,
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184FEALDERE () RUZTDHRERRL

MEH EOER ()] REICE L Tk, BEARO T Y XK v 7 AV BRI 50 ugs6 "EH A -
TV Foy 7 AV SR 50 pgl12 MEE A O 2010 4E 10 A ET (55 4 i) WAEscEO TA E
DEE| ZBEBICRE L, b, HALEOREE (R)) 2, WAROS 4 RM
D OWETHEFT A2 FHM TR Lz, TROERIL) (21X, ZOH 4 BURMN SCE D OE T /IO
WTOREZRBL, ZEARRNEAIT (EERL) LRMLE,

184123 (ROBEIZEEELEWLWI L)

A EOEE ()

() A7 tE A OFAE LR WEYe | BE72 L

SE. RHMOERFEEOBRE UER
FHBEIELIBEENNH D, ]

(2) KHNIDO A3z % U CBMBEE OBE | 2F 22 L

FEREOH 5 BE

R

e
frif

1842 RERE (ROBHEICHKEEIZKREST S &)
i EoEE (%) A% E AR YL
(1) FEREMER . RIGIROBEGIER O | AH 722 L
RO B~ R 2 EEH [EIR %
BIELIBELDEH D]
(2) BAEME S i o0 B3 [Hif 2 H978 | 8 e L
SHELIBELEDH D, ]

1843 EELEARNIEE
R EoEE (%) B TE AR L

(1) & - HMESHE EIE N BB L2 | £ER2 L
B, RElOFKEZ L, @Y
WLt Z4TH Z &,

Q) &2GMEATa A NALE bl LA | /AR ~O@E BN E /N s %
BV, SaRATaA NAl | A9 5 - oS8R T A R
ZERICEWIR, KEICEET D | O XE EHLEOEE) 223512
BIHNEBEOREBEZEZL-TB% | FE LT,
N5, ARAEIE /NI E I
53556121, BEEORED
BlEA DT o52&, £, A
WZhico T, HEHEEELLIE
B4 HZ L,

GB) AT A FHIZAMER B Z Ml | £E2 L
THERND D=0, EPlEiEgE
DHHBE, BOFHNEZITI-HE
#F. bW IENEDOH D EEIC
X, BESRE T D F CTARAIE &
H LI &,
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R EoEE (%)

A% E AR YL

@) A7 A FHOEFESNLRF
AT 5280 B 2 =BT, RBIE
B RS RE AR A T BERE R (RIS &
DWVIEFAOE ., BEEE D)
DE)MNRBETDHENHDHDT,
IO O, FERRH S Db
LEIIX EO R EE T 2k,
T, 2EMERAT oA FAlOWE
Rl OV BE I 2 b R R B RE AR
BEEITWV, MG, FilF, EERG
JEZEORBIZITHSICEEELD
Zk,

B2 L

S 2GMAT A AL g L A]

BEPEIFAR VAN, W AT 1 A A

DEHGIZIY EHEOER (27 v

U TIEERE, T v v TRRIEIR

B & BB PR RE B L /NI O plR R

T, BEEOERT. BNk, &N

2@ de) MFEESDAENEND

Do FRICRMIME, KEEGOHE

(CIFEHICHRE LTV, B

DIEHNED bl a3 )

RAEZIT S Z &,

ENOBRAR PR EAT v A FEOH
fXEZBNT, AT KO TR
7=/ FELT, A7 A FOLYE
PEOEIER BT 2 R M O FE A
bbH T &, MOAKRK WA R%Z ICE
WTENTIEH DL ODOEHMHDEIE
FAORENHDZEMHERE LT,

BEMETLALX —MHEROBRE
CBWTEMICHERT 254, iE
WOLERENFHT DL TH
NI AR OBEICSEDDH Z L,

(6)

B2 L

(7) KBEIOFZ G135 AL Eicbi
L5601, S REIEEYS O ST R
WCEEBRTHZ L,

B2 L

(8) Z=HitE DI BIT K LTIk, 438
EZ T, ZTOHEFI LI % B
L, PR E OFEMN R 70D F
THTDZ ENLEFE LV,

EH7eL
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1.8.4.4 BI{ER

A EoEE (%) A E AR L

<FRA > N % xf g & U7z E N R 3R O pliE
ﬂ%ﬁi@@%%ﬁﬁfmﬁﬂmﬁﬁ (BIER) ThrZenbnrslirid
BIERZ 1,753 B 127 61 (7.2%) | Lo, F7z. /RO E R IR R A
_mwghtgﬂﬂmnt%ﬁ%% B OEIER) e b CRIERI B %
W, = 9 FER, R, YRR, BOR | oR#E 2 B LT,
%)mwu;y@ MR e BEURE R (94
TP AR 2R ) 28 1511 (1.6%)
ThH-o7T-,
Fo. HRARRAEMORFEEEIL 1,753
R 137 Bl (7.8%) 2588 LT,
Taboix, U oREEAD 18 4
(1.0%). BV rE Y ER 18 #
(1.0%) ThH o7z,
ek BIENE R A & SN L7 B R
AR Cix, 230 6 7 #1] (3.0%) THE
B NEIE Td o 7203, RIZENEE
iE &2 Méﬂtf@i&ﬁoto
</hR IR xS & L2 ENER R (2 35
ﬁﬁi%g@LM%mﬁif®$ cifs | FE) oRUE (RIMEA) Z5td# L7,
KB T AFNCB T LEMWEAIIF 300 | £72. a2 /vF Y — LA oRIERICE
Bl 8 Bl (2.7%) IZRBD BNz, Ee | HEL-IHEHRSE LT, HEKETEH— FEEK
b O, BIER ORPUEE, BT, & | —RBIBEER~D R L B L iEst
@@H@Hm%%%mm3mmﬂw R R BR s Bl > W TR L T,
Thot, £ KR EEO R
i3 300 Bl 19 B (6.3%) IZERDH 5
iz, EEMRIEXIRIZ L D EHiE 5
BRizBwamdb aLF Yy — Vil E R
ERFIZHDE LRGSR, 80 fiHf 15 #
(18.8%) T )V F Y — )L AR
5L,

NEXLGEIEAR EH7eL
TFHF245F—%EK (HEF
BB) BV 7 F T TR —RRIER
(0 IR, B kD, & 70,
ERZE)PNHOLDONDZ ERHD
DT, BEE —F/\ ATV, B R

DO NG E I IEIAF DG 2
EL@@&@ AT D 2 &,
2) Do EIER AR OVNRT L ¥ — R REH %

KOXSBREERNS 5o | xR e LEZENEKRRBRORE (BIFE

TIEVIERIZIS U T @2 | H) LKTOVCCDS IZSE@RE LT, H
11952 &, W EG IR FUBR TILER O Bl o 7203,
CCDS I[ZFt#k 2 & 2 RIER X, THER
B & LCad#k L7z,
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R EoEE (%) B E AR L

7e¥s. BIMER R BLHE 1T pk A K OV
~5%kE | 1%k PET | DEEERRBAICE S LD THD 2
BRE FHBE DR Enn, FOERICEDOEZFHE LI,
% - J [I=) (=) = i Z38

BV R | ARG, B | AT if“, J\’“@%Eﬁuﬁiﬁfnh,&f%htﬂ
w2 = ||, s, < | z.om || TERIZOWT, 202 Engh5b X9,
SRR, 8 | Lo, WAL | W5, B ST A A 1T P
A o Fh O M EERIERICERZ A1 72,

TN TN BUR)
R 2
%) | L R
A
SEEREER
Gl | G,
BE | EE. R
R W)

Yin
=g
HE

%
jad
t_r
)
=

i JHF 4 i i
ALT (GPT) L
HE2D AST
(GOT) EH®
2 ryrryr
LR, ALP E
A, vrEl
VR

o & IR ERIE % |
U ERERIE % |
HIkEZ, A
mERE . B
MmEEZ . A
1. BR 4 1 5
. R i BRI
,J/\i}.Z)‘ ~EF S
o
Do~z
v M ED
U 2 oRER ek
AN BRI
MHED Yy
L5

& 1 GIER I - JeNd
B&R
Fo | aFY— | EARER R
LR B2 ¥ . BUN k&
a T —
-5

ENEEE N A PN AN A2) V. 353 (- 2)
<e

H 1) A TONBBEORE TH Y HEARH

H2) NEOBEERBRTHLRD DN -EIEH

JETT
NS

& =

E
&

WNREE X G L LTEENBRRABRORBIERNEFHICE L T, BREME () ERR
SE B G L7 HiE %2 [MedDRA (Ver.13.0) | D REAGE (PT) C#HARK X 1=, Rt
XEA(R) Tl NRBEEZRG S L ENEKRRBR TR o2 gHEM 22V T MedDRA
D PT DO — % — KN RLTWHGBIC TR[F 184: 10 LEBVFHAERT-, £,
W CE (R) o BEER QFotoRIER ] OB TIX, RANEEOKRHEFEICE LS
BT AN OBRKRBEE RIEHR) tAbETEH L, 3 FILLEICROLNT-RIEH %
Aok L7e,

10
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& 1.8.4: 1 MedDRA (PT) DHAEBEAZ—E

___________________________ MedDRA PT | WEAREX
SEIR CRIBSER ., & 9 R,
SRR, B R A o R HL IR, YT . IR, AR
_______________________________________________________________________ ) ]
L TANRTRMT R PT AT =T B | AST (GOT) BR
TI=r T NIRRT 2T —BHE ALT (GPT) L&
L ARmEREaRA | Ak
T S N . L5003
M = v F ) — g = )L F ) — LD
IR H HH K
1845 5fHE~DEE
fFHEOEE (%) X% TE AR L
— R E R CIXAERMEENKTL | BF 2L
TWADOT BEDREZBLEL N
OEHEICKET DL L,
1.8.4.6 iTtwm. EiF. BRIABEFE~DOERE
R EorE (%) A% TE AR L
Hlm AT R L CW A RREMED H 5 | BFEAL L
T N IZTEE E OB NG %
EEZ EHBENDGEICDOHRES
THZ L, [(REEFROEESEIZLD
Y ER (7> b, vHFX) THFE
MIER RS SN TWD,]
1.8.4.7 INRE~ADEZES
fFHEOEE (%) B TE AR L

3 ot O VL, LI, A I SUFAR

HAEKRE RIS T D2 arEidmr L
TRV, [EWICE T 56 RN
2, ]

/NEDOENERHRBRIZE T, 3 mU L
D/INRZRRE L2 &2k Y 3L
o RTOEARRNGEOLNIZZ
&)o

1848 BREDIEE

R EoEE (%)

A% E AR YL

RER: SERNEE IO M
5L,

B2 L

11
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HE—
s E 4 R
TAN Japanese Accepted Names for Pharmaceuticals ([E3Edh D — 4
)
INN International Nonproprietary Names for Pharmaceutical Substances
(FE B —fe4n)
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1.9.1 JAN
TRk 72 A 1 BAEERFE 19 SICk Vi@ ST, 0%, # 15 KIE H AR 5
EAED JAN B OETIZ LY . PRk 194F 8 A 6 B FEREFARE 0806001 512 K
DHARLDOHBELE S, UTDLEEBY Lol
JAN : (ARA) EAX Y 7T HNKR BT AT VKT
(#44) mometasone furoate hydrate
%4« (BARL) (+)-9,21-Y 7 nu-11g,17a-P & R ¥ -160- A F/-1,4-7 L 7 F
VI -3,20-VA Y 17-(2-7 rm— M)—KFY
(& 4 ) (+)-9,21-dichloro-11B,17a-dihydroxy-16a-methyl-1,4-pregnadiene-
3,20-dione 17-(2-furoate)monohydrate
b5

%%K\ ﬁ%% . C27H30C1206'H20\ 539.44

1.9.2 INN
[EBE— %4 (INN) mometasone (%, Rec.INN List 27 (WHO Drug Information Vol.1
No.4, 1987) IZIN# S 4, INN & L TARSINT,
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110 FX - BIEFOHEEETREEHDF LD

A7

b4 - B4 (+)-9,21-dichloro-11B,17a-dihydroxy-16a-methyl-1,4-pregnadiene-3,20-
dione 17-(2-furoate)monohydrate

LRV

BEE - SR T LR —MEER

Ak - H& WE . A, SREC2EET SO 1H LRRETS (FEXAX 7T
YHNVR U AT E LT H 200pg) .

BB OfRE | B - R

TR L OH | Bk : BAXZ Y753 AR TR AT LAKIY
BhE Gy« | BA Y Ry 7 AR S0pgS6 EEM. 112 EEM (1 [mEZEPICE A
BT T RHNR BT ATV E LT 50ug & A)

M Wi [A] 5 3B LD (mg/kg)
o B % WA
v AL > 2000 3.16 mg/L. 4 R
% > 2000

m
HUEGECTHTH Y
1

4
7 v hd >4000 462 > 75" >39 331 mg/L., 4 KH
@ >4000 469 >752  >39 AHBEERCHEECARL

{4 g > 7.59 0.12 mg/L. 1 K¢
2 > 7.59 O AT L

a) FTAXYS T T UHNKRUBET ATV (MF) #EKY) DR F

b) HWERNZ U—LD% 0.1%, 0.5% K% O 2.5%H] % {#

) 0.1%mr—raraHv, RBRFE ERGERRE =R 3g/ke &
5.

d) 2.5%CEE AW, BT LG AR Rm & 0.3g/kg G
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A B -7 1 R
wenx X WIE K5 = TR
DTE £ 5 T O (mg/kg/H) (mg/kg/H)
F o b R 3 0.01. 0.1, 1 0.01
12 0.003, 0.01, 0.03, 0.1 ¢"0.01, £0.003
BF Y 3 0.01, 0.1, 1 <0.01
0.005. 0.015. 0.045. b)
lJ_:l‘é
g} 6 0.18 mg/t 0.015 mg/Pt (0.05)
o 3 0.05. 0.15. 0.45. <0.05
R . <0.13 pg/L
A D) 1 ?é/’%gﬁs' ) oL (510.0039,
SRATRERE S 20.0036)"
— <0.13 pg/L
3 ?%“’%g’% —_— (510.002.
2 U S HE 20.0043)"
3 . < 0.13 pg/L
1) S
6 gé/’%g’i' 2 oL (50.00315.
SRATRERE S 20.00307)"
— <0.25 pg/L
WA DD 3 ?ﬁ“’%{g 4 o/l (50.0034,
SO Iy THE 20.0045)"
oA X R Y 1 0.2, 0.6 <0.2
3 0.05. 0.15. 0.5 <0.05
M X Y 6 0.5, 1. 2 <0.5
12 0.01, 0.1, 1 <0.01
S 6 0.1. 0.2, 0.6, 2 mg/Pt 0.2 mg/Pt (0.02)"
12 0.1. 0.2, 0.6, 2 mg/lt 0.1 mg/PE (0.01)”
o 3 0.01, 0.15, 0.6 <0.01
)0 YA 0. 1ng/L
e AN 20¢ 1 01 05 4 L (570.000981,
S Uy R HE 20.000937)"
; . 0.1pg/L
i iy
3 0&1)\/’%% 4 e/l (0.000664.
S U THE ©0.000953)”
W A b)
6 01,05, 4pgL 0.1ng/L (0.001)
N . O.Sug/L
12 ?f\/’%fs’% 4 o/l (0.00523,
S Uy R HE 20.00468)"
N . < 4ug/L
WA DY 3 ?k/’%ﬁ' o (50.035.,
v O TOHE ?0.057)”
a)  MF BP0 hkF
b) HEEHKLG =
c) DPI-lactose #H| (WK & L T lactose & & A 7 5 W A #AI)
%
d) DPI-pure 8% (MBHZEH LARWRATBGAD) 24681
F A E AT R

PRI OB E R O HE
Faxsad FMEAPRDONEDHTH oI,

U 2 GRERRR O FEHE e SRR 7p 3 v
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&IEH ] PN B PR 5 Bk
mIVE R 28 BLE Pk DR o 2 B B R
127/1,753 (7.24%) 137/1,753 (7.82%)
IR i IS A A1 D B
BIER ORERE 3 (%) BRIR R AR E % (%)
D FEFH
XN 40 (2.28) U Rk 18 (1.03)
NEE] e B SR 28 (1.60) vy kR 18 (1.03)
£ i 16 (0.91) I R ER G % 16 (0.91)
GIERT) 12 (0.68) JRE H 15 (0.86)
FRGE % 6 (0.34) EEMRAERMYE 7 (3.04) Y
a) EIENEEMRAE LI L ZEERER T B 230 g4 7 41
(3.04%) THo7=,
EaLan MSD &4k A - A
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SENL

b4 - Bl

LRV

e - R

ik - &
(CFREES - 38hn)

<A\ >
WHE L RACE, AP 2EMET S 1H 1EEETD (FXFY 07
FTUHNVRUEEATILE LTI H200pg)

</hHE>

WE L 12 R O/NRIZIE, K EPEIC

i}

ToO 1 H 1HE5ETS

1
(FRARZ T TV HIVAR VBB AT IV E L

%
T 1 H 100ug) .
W 12 LA B/, BEEC 2 EE S-S 1 H 1 mEET S
(BEAZ IV TTUANHAR B AT/ E LT H200ug) ,
B SR D FR E
M4 & OV %h
BT - Gy
ik AR P -7 1 i R
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