XX &
BExXAH
BXFR
Eb

R A

e .
B .

iy

AR A R &

Biégsbhtk ¢ ST AR RBWHI26R 1021523
BEAR AR

& EIE 1 02-25700064 5-#% : 23605

B4 A ¢ 02-25798587

B -F1% 45 * haorder@zuelligpharma.com

ETRRAERERDTIR
PHERB112409A 148
112 # F-$001530%%

ARDHEHMBRAERARAS LM 232 4% TSINGULAIR
CHEWABLE TABLET SMG(rk =B §4xb & 5%,) » 5 F B&aF $02277935%, - &
EBDERITEY > WAL -

ANV EFWHRERARAS &M 5232 &S TSINGULAIR CHEWABLE
TABLET SMGCiki-H#4x5% %) » #E %% F H022T79% , A%  FIE#A -
S LB H o

BRRBiE L 0 Ll E & A #BEX0189265 6,4 R 45 B 4 B 4o T i

& &

1 #%bab " bW A R —F220658204 % 2 A" & LT inM=389T5k44E -
& E:

1B ST AR —K200655204 # 2 A7 S T{=589T5k48 | -

Fobilde o BFEHAe RRMMEA - RMEZR @ HF AR LHBE EF A

Pt R B SCBCAR BR A

SlfE=| jﬂtw




[Organon] {7

b4 —

EGOKBRHRE

A Su L AL 4T 5 & %, SINGULAIR CHEWABLE TABLET 5MG (487 % &) 5 5 022779 3% )

AL EGHRK

s

#F LR (Lot Number: X018926)

® hyt: St A —FX 206 3% 20 4%
S LT 97 44

R

PC-'. .'-”-'.

s
E’UI

L

EEM




[Organon] Zfj

44—
ARaRBRHEREL

Ao 4 FRREE4E 5 £ % SINGULAIR CHEWABLE TABLET 5MG (4572 ##4 # 022779 3&)

BEE SR #Fr#tk (Lot Number: X018926) #Hix




ﬁ'ﬂ/m, fEAXEE108852
E'AT”"‘ UB”%@ES%% ' 4%%
AR mhimlaes

1 ﬁﬂé
11 $RAAREH

a9tng:

SINGULAIRE%EF1085 : 5122104 mg montelukas! sodium + &
110 mg@montelukasl «

SINGULAIRBIE5R% : 2852 mg montelukast sodium - HER
5.0 mgImonlelukast =

SINGULAIREBTEBR R B Hi3/R54.2 mg montelukast sedium *
BER4.0 mgiSmontelukast »

12 BN

SINGULAIRB 242 1083 : microcrystalline cellulose  lactose monohydrale
{89.3 mg} » croscammellose sodium » hydroxypropyl cellulose » magnesium
stearate = B i Zhydroxypropyl methylcellulose + hydroxypropyl
ceflulosa » titanium dioxide » red femic oxide ~ yellow faric oxide  camauba

wax ¢

SINGULAIRIBE 24557 52 : mannitol « microcrystalling cellulose »
hydroxypropyl cellulose * red feric oxide > croscarmeliose sadium * cherry
fiavor » aspartamemagnesium stearale ¢

SINGULAIREL il - mannitol » hydroxypropyl cellulose » Bimagnesium
stearats »

1308

SINGULAIRBZIZ 10 -

SINGULAIREFBEZG 5 »

SINGULAIREIEE4BS -

SINGULAIRFIKIBH R «

14 RN

SINGULARBIAZ 108 R A ARG « AR ELE - —FRERMSD 1T
S—-ARBBSINCULAR =
SINGULAIREBIRSRR AR « B RERLER - —BRBAMSD
275 - —E@HRBRSINGULAI
SINGULARABARZ X RS  BYRERRRE  —&REAMSD
11 S—-ERBASINGULAR s

SINGULARBREU4BRBERT « $B500ES - RER2ISERE -

HES
BN RBRERNT A SO - RARCNERRERE
3 12 G
R T UkS - ERAEREARIRARIS
B E.;ﬁi&?if’ﬁx(/\llergw Rhlmlls) s

12 A+ 8 £
ﬁsamﬁdﬁm&&m&ﬁ ERERMATRL
Bl ERSALASEHENA - m&zmm SHEHNETEE
S KHABAB AL e R R

SINGULARE £ BB VARG  BBRER « DARKAEE R
REBHARTIHREMRNEA - TREAREREHRBMA °
SHEERRRARIMIIBA WAREREE - SORERA-N-
1585 L RAMRR/ AU BARA
15HIUEBABRME AEORE 110 g K& »
CRENRTRAGRAIRLENLRA
GREURRERANHESE ORE S5 mpaGi -
RESRIENCR/SIRABERA
Z%Lﬁﬁf@ﬁ,\ﬁﬁﬁfiﬁﬁﬂﬂﬁi—m moBEE - SF0RA-8 mg

NEEEIRERARTREAARLMLHA
NEERRGERACHEATORA 84 mgfiiH -
ORREAEED
stULAlRDEﬁrEﬂuEEDa Iﬁ%i Elquﬂsﬂwr‘ﬁﬁ
ﬂnﬂﬁ(ﬁﬂ HEE) WEE g ZEENERHR2HAD
B SENIRE JDJEH-I‘EJ. Jﬁn‘aﬁﬁﬂmwﬂé‘j@mﬁi
(15)3&?9) 5 smeuumn&nﬁm RNESRERRRERNY
gAY IORBSHLIERA « BIBEEHZARIN - SNGULARD
ﬁﬁmﬁxﬁmmﬁ»xmm . mmg&amw .
RNy

SINGULAIREH/REC KR « TRPHE—HARE  SINGULAREE - H
EERCRFUMITARRIRANIE - RARSLOEEATRDE
e ZEDERILS  DRITRBESINGULAR:

’fmiﬁ)\ %EF;)\ HPEARE  BESTERVESRE 235
SEREA  REHEME -

swouwmmmnﬂm,éﬂ
TESINGULARIAB AR 2R «

SRRAEGHBIRNE :

FAESHENANAR S : THESINCULAREHREER S REREMR
ESTHRERRNEES - thsmeuwkzﬁmﬁﬁﬁﬁ(ﬁ#kﬂ
2-M%) RAVREET IR RERERER
EAREALHANSRAMS | $RSINGUART B NR SBAHBES
BELERALBINA - £TRREES - IRRYRECENE - BE
AEBOGHTITES - FARA B MYAREBRRAZSRIZ
T2BIL » BSINGUARTERERRENMI R RER R -

ﬂzﬁﬁz&mw&nﬁ :

%gjgﬂsmsummm HAET « A OMSINGULAIR

FHRBANREE - § JIRARAARRES -
Ef'u Elﬂﬁﬁb 'JEE&JMP&!F&?\ HEREEROME - £
MO -

gssm

HEBEESINGUARE S BT

?!Mif#ﬁﬁiﬁ&h :;EFEE o
ayior of

ﬁ%@mmunn] G5 é{d]slurbanuha!tenhun L‘i

S R{dream abnormalilies) « 2 &a‘;{dysphmna su:lluriﬂﬂil 4l

llutinations) Elnsomm iiritabili
koo mgiﬂ } .iwm ulsive slgl?nplnms] hmg
gﬂmm]‘ﬁmmmium} SIS B Sulcidality) B

(i) B (remor) - TEEERWBRENGA  ROEH | HRANE
EEESERENNS Hﬁnﬁlﬂiissnmmsmsumm

MW - Be L HaNEneg
[agﬂaunn? ﬂlﬁ&ﬁﬂ!

SINGULAIR® F.C. Tablet 10 mg

SINGULAIR® Chewable Tablet 5 mg, 4 mg
SINGULAIR® Oral Granules 4 mg

(montelukast sodium)

ﬁ&m H o HEEREHSINGULAIRS
SanR m%saﬁggﬁ*g
n%aa@ E% 5;& Ex’?ﬁ% SRR o

HEERESI

nieluast ﬁ}jESx&qﬂ gﬁﬁSENsuwRﬁﬁPﬁﬁﬂﬁﬂﬁ

5|
ﬁ@ggﬂ ﬁi%eul%lﬂa bty %ﬁ ﬁ%
s L ;%gégr:ﬁ%ﬁ%

PR émw.s;m%mm

msmeuwnw am:r mﬁ mﬁ%ﬁwa
& !NGUM!R? ﬁgssmmirm%ﬂg

El!ﬂ
REEIRED) rzll?smemm a&aga

ﬁoniehlm %ﬂ D'H‘R’ﬂﬁiggig

\‘EQE ol ﬁiﬁ%

EIBi FSINGULAREEBUAATLY < R HBBUBTHAL
gL;P B B RS INGULAIREI R B RLE & =
P
gﬂémﬁa

SING! MIREEJ\@E i) Eﬁlmﬁl@ﬂ%
BSHEA
mﬁgm SINGULAR BHHR 2 MERER «

AN ?ﬁﬁnﬁﬁ s % HHE

B wlEs Eﬁm&ﬁ! SINGULAIRT 2 ¥

m&;\:&

SlNGULAIR%mﬁmﬁiﬁﬁﬂﬁﬁnﬁgkgﬁ?ﬁﬂ
3 S8 monlelukast2IELE

i )

m.ﬁwﬂrinnn‘

1 mrt dine * d
ilﬂ Mmbm‘bﬂam i S - B AZmonlelukasill iz AR BB TE
mucmﬁﬁ A% » SR RABTRTHESINGULAIR

BIMIRE telukastZ—ECYP2CAHI =
H} mmﬁ?u:nu asﬂw %&!&GYP%G

montelukast
QE% gg%@lﬂi #Annhhkg aﬁ;ﬁtﬂw i
BIMR Egﬁanlelukaﬁgﬁf:gw ﬁ%g—ﬁﬂ i

5% CYP2CEI2C DR
o %@f&%ﬁi&mﬁ:ﬁ%ﬂ%ﬁ' 5@@

s
J_igiﬁ nmmwngmnﬁggs‘z‘% g?ﬂgﬁ?
iﬁmunlslukast miib
e

lhauph Ifing
adialr‘nurelh ndma

5m ﬁriraaonaza\gg

i
smmﬁéﬁ%@@mwm a
Eﬂf“ﬁw Ao

ST
zﬁgesa Bﬁiaﬂmcﬁm mﬁsmsuum B
¥ B Ene - AR EoAn

EEMBER

zm
smeummﬂ;a&mm‘ﬁsﬁu mmh
I @ﬁé&

o el

Hoeis  ——
%ggg%%&-’i%ﬂf%iﬁ%
%&Iﬂg@%ﬁ ?iﬁiﬁmis:%%@ﬁ%ﬁﬁgﬁ 2

SINGULAIR mnﬁmﬂﬁiz
BAVENN Rﬁ H
BEEAR% li

%Eé“%g SRaEE”

]’L
_&ﬂﬂiﬂ; i B

B RUETAEEARELEHSINGULARZ & « i AGEINHE -
70096389027

E%kinesib

| B montehubasl & B EIESAR AR

SRAGKAELS H

2% SRERTE 0227784
5 ERBETR 029 E
B3 HEEETT 023398 82

ﬁrﬁ 2R HELRTT0UIUE

1SR LA S TG R SETA
euzmmsﬁau LIMASHHENERKFEALLS  HiTE
RS = —X-ARSRGETAHSINGULAR - B -EkE

HEE maﬁmamwmﬂ LRRREEBOERTENE 2
ﬁﬁﬁiiﬂ%ﬂaﬁﬁﬁimﬂmi.‘kﬁ&&HmﬁmmT\E‘E!ﬁ
6 hAIATHMEHER - BRUNERT S HAS ANERY,
R4 - MRS - BENREEERTERIEN -
2EUBERTENERHASTEL
qlummga'umﬁlﬂﬁﬁﬂ;ﬁ&ﬁﬁﬁ!ﬁﬁk&ﬁi Ehk
BREE TN EER RN « - X -FER

BEBGRE mﬂﬁémﬂﬁiﬂﬁﬂ Eéﬁﬂ#’ iﬁlﬂhﬁﬁ
REUBARE LR E MY ERRERRIMEI AR RS

1580 F2RA SEC SR REEA

BLBIEH SRR EZRARTAERTHARHB LT ARHE -
ERERET .ﬁg!iélhﬁﬁniiﬁﬁﬁﬁsmﬂuummﬁﬁ > B
SINGULAIR—A— 1 - H-KIRGI RS« RRETSHRT R EnE N
KAA-E" aﬁ"‘ﬁkiﬁﬁﬂ EARENED - EehimiEHmEnaL
ERf SrUDNENGURRSTAARS G ARRERRNMRY
FREERS  MERRERERIERGEN

8.2 BRHERR

s&m&s

205

EEEMHRLEUBSEENTIRRN LEA | 6BHBEEEY
gmauma&maﬁmﬂvmn% ESRld - H
900t A BT SINGULAIRIIITE0 R AR AR RIS - EPESINGULAIR
9, B HEEES - SRSEREANEREN - SRt ey
BEHTEORHEY - 5 6ETEE-SRERR R ENE L 158
BELEEA !1&&%&&3@5&“14%!&“%& HRETRER
ehavior-relaled sdverse experiences; BRAES)TS » HOIBT3IRAR
SINGULAIRITSB2T IR B RS - 520 TBRAESIISE « B
FESINGULAIRIIFLA B2.73% - fEMZHMIORARS 21% : B odds
ralio)E 1,12 (85Y% CI[0.93; 1.36]) «

ﬂ&ﬁ"ﬁ%ﬁﬁ'ﬁﬁ ﬁiﬁﬁﬂﬁﬂ:ﬁﬁﬁ‘i%ﬁﬂ.”aﬁulmﬂmﬂ
8.3 LR
SRR IMERRREE TERREN -

BRAEEEES : FFREED
mmmmi HMAREFR MR

SREEEH Eursemm rmﬂons}ﬂ%ﬂﬂ ana
ﬁﬂﬂ@ﬁlmﬁﬁﬁ ; !F"'Wm

BRRERS: mammmﬁaa z mz TR - i
ARG SERY  SRER(DT) R 28 BEHE SHE B
#n@&ama&ss BUAE 8l 58 slERIEA

ﬁﬁ%ﬁﬁﬁl DEE  HREERES  EODERRTT

PN - HERKMEE  REO P ONRES
BIEER S0 RRE80 - Y
%ﬁﬁ SALTRASTHE « IR ERA KRS - TARERAER

R TERR < [HEHE  BR S‘hﬁﬁﬂl’%
Elﬁtﬂﬂ! & BF BEE - PRLOERE/BUARER ﬁ
{Stevans-Johnson syndromeftoxic spidermal necrolysis, SISITEN)
mﬁﬂ&ﬁﬁ!&l—ﬁiﬂ m Hili{royaigle) BICSTSTER
BRiEERR §$
2RNDRSIES BESJE DE

9. 80
BTSSR AESINCULARERSR BY - TRERNENG  ©57
55 reseuzzmummsmuwam: WRERIAD
RAHBSERRREN0 ngl—K - SRYBAETEERTF
TREREMABRERD, RTRBEER - SUNEEIR
mmmezn GEEARESREERR NS ERA ?mm
ol R0 EAZNABLBEBERCIRTREY - B RER
FRBRAAHEN . BT rm 3% EUEHRIORRT Y a
SINGULARIE2H#E -3

gma mulliforma;

Eﬁﬁﬂ&ﬁaﬁﬁﬁ HEEG 4okt
e iﬁ&!ﬁﬂ&ﬂﬂﬁi-mmt%ﬂ
T montatukasidi Ll ool DRI
BABISH(S)NLORDE
ﬂﬂmmsm&uma EHESHEREET  HERRS0-
nxrfmnwmﬁﬁm I EATNE « MEABTRAREER
IREHEEEESD 70200 mo U 813 TG - LB~ xﬁmumxsn
mg EERBER  ELGTERCHE-ROPRERN Ty
SiNGULmREM\ & umﬁ#m&ma&mt—
it =Tt 05 B FHSINGULA

HEE
i Ewmﬁﬁiﬁﬁ:‘dl };Smmmﬁ SoeL ] Eﬁ!‘}ﬂﬂm
H 12:! .nE TURHRRRCERNN RUSTERS R T
’&8 mmsm&az mummx- B§

I ﬁ?!ii&b‘iﬁﬁ Hﬂﬂﬁ&ﬁ&&m&uwn&’mkﬁﬁ!ﬂﬁ
ﬁ&ﬁﬁiﬂﬂ ﬁih?ﬁﬂiﬁ&ﬁgﬁjﬁﬁlﬁiﬁmmbmd

!JG" LESERFEV IRES
{ ulﬂ petis e S e il A
70096385024



&
FEV, BHRERATHEM R
(EHHE)

6 9
BRI
—o— SINGULAR

1— Washout —
- WEH

SHEEEERRERARONARALA  SNCULARE I HERER
!5&6!%5535"%1%&1%.\ °

smsuwnﬁﬁmmﬂmm&mxwﬁﬁﬁm’m
(REUEAEETENE )

AOTER
SINGULAR TR
mros | sme [WERERE spp |SHASHR
BRERER ——- 22 |
(0E6RBE) 243 045 245 0.2
B-agontel 15gs E
(SRS 5.38 1.56 6.55 0.41
AM PEFR {Limin} | 361.3 245" 3649 33
PMPEFR (Umin}|  385.2 179" 369.3 20
&E%E 5.37 -1.84* 544 -0.79
TEBRBIR paT

S ABAMS * SINGULARY "8 , MiMB-agonisksARNAEES

426.1% - HRUABR R 6% - HHFERRBEROZHRIQHFA -
fglN%ng;-lgR ZARBIYOEEER)U% - HRIRERA15%(dML
EANR)

HERAHEE - SINGULAREZH ERRZ B BB T R AL RERNE
FHGERERED) -

2
ULART TR ¢

fiigE
1iﬁmﬂﬁﬂﬁﬁm5 )

SINGULAIR 3oL
HER{E (FALGS) 11.6' 10.4
EREARURSREENHALFN) 107 17.5
REEMREFEALF%) 148 4.0
SREib (KM% 128 205
SRARES (KBL5%) 385 272
BREERES) 177 243
BABBEG (KT 1,600 2.15

HEIE - p<ﬂu(!1
b HERRIEEE - ped0t
: aﬁgimﬁga@mam%ax WERIBEIMNES 28Rk
=il ARE0E BT

?Sﬁﬁﬂb&ﬁ?ﬂﬂi
i Eﬁﬁimiﬁaﬁﬁ'ﬁﬁﬁﬁ!m{ﬂ?ﬂﬂﬂéﬂ B-agonistF B

0 BEGREERN SRR
"azmmm%gsiwmﬂawmaﬁz BERE - @
FagonisiEMES IR  SHENG -
: Ha‘fﬁﬁ ummﬁm‘iﬁﬁ ERRZeRARER T EARER
W, = TEAREEEY,, )¢
Y BANZMESFEGSE BRRTOHISER  BARENS
8 2 TEARERRL, |-
GHY-ER 5D URARFR- 2R S D ETESRRTNEA
Ebeclomethasone dipropionatef IS HERY - BHHEAGORE
200 meg (BH2/L100 meg ex-valve) » & 120 ABHH « SINGULAIREE
baclomethasonef i HIFEV MERERENTHONF EARAT A0%E
13.3% (p<0.001 - HEE2 " SINGULARESlbedomethasone G067 1
FREET SR HARE-0.495-0.70 (p0.001) - EEESINGULAIRER

beclomethasone ABHBAD « FEV EHRERENSHAREHEERE
QFA BB -
FEV.@FL\A‘.&W%%?Q‘E
(BEHS)
§
7
5
El 3 8 9 1I2 1:‘:
HHEN ° b~ Washout -1
-0 BRI —o— SINGULAIR  —i—Beclomethasone
]
BB ARBOIFEY, HHathl
(ES3)

[ Beclomethasone
Il SINGULAR

<30 30t 200 -0k Ol 10k 200 3O 40k 250

<X 0 0 <0 A QA A S
FEVOERERENERNIL
70096389028

BRI RRRTRARY )
BIBHHRARETNRARE BHBRT - SINGULARRKFE-BIHE
HLBORE  RESHRHOEEPNGESR - BEENSH . "HEE;
B2 p-agonis 9B « LBEPEFRENE - B BEFARBLETR4)
%) - AREIFHRGHAHSEE LSRR  TRETH-NERERE
GHEEE - BAENFIRUETARRINE « ERREHSINGULARS
BI262NRREAT  RREFSSIRRIBEEINES o
CE14R0THRA
SINGULARHEZ 4R ZBR ANBREFE BT HBBUEN 'HRER , &7
BAY:B-agonistZ FilAM LA ROUIERSINGULAIRIGE « 135K RS
BRSEETNE - B  SUSHALER RGN - RANTIER
FRFEV,GQEET% (AMTE : 45290%) - BRAKE-agonisNFIIH0
%ﬁkléﬂimmalbmﬂol s KROHRAFERAGEREES -
FIZEEAL, - WBEE~|§S—:T1F SINGULAREIE 704 ¢ SRR
FEV B BRI T 5 e AN B SINGULARA WD
(BHIRMBOEN RS 1%  (FLRIMIERREA 2% - pe0.001)« 'ERE,
G 2pogonisth S0 RET EER LB EGREREESINGULAR B RS
AEBRREUNTY  EREMRCRRRBEENND 2%  p.05) < E
FETmonteluke st EEZHMENTDBR TR ARLEEANTERER
ARB0SSHED.N « RERINNREET  CTNBRFLRERALE
FEEHNZUERTREERAKE «
SEENEA—HE5mg SNGULARERE  SENSES:IRBEHXNY
PAESINGULARIG B 20.6% + G RIRIEGHA76.1% - pg0.05) (RES(LES
TERBEE) FLANERETG(QGHEAZ ARERNRY 260
gg&ﬂﬂl SINGULARESEE LS LMIA(SINGULAIRIES 1,34 - BRI
169+ ps0.05) -
ISARTAIN  —BRICEAESTEMBNRAHTRERET - 12K
BOEE-RAENE - DLRRRIRNS0NE -
2ESRATEGA
- JEHEI689 A(RU461 (I2ASINGULAIRBBATET (9128 « MR
MERHENR B SHHT B ERITASINGULARH2Z 5. RERE
RANRESENE - RS AT NTEBNAEDSINGULARTH TR E
PR2NEESY - BHES I ERLORNNE - A DRERIEEHER
i 8 ﬂagmsl&i&ﬁil SHHOHA REEBNOERAN - MERFEA
-8 BERE - WANARADESINSRES0 LIS
gﬁi’:% - TRASINGULAREERE I ZSANERE A2 R ISEENER
By aNiid L DA e
SERRABNEARREREERECHER - SINGULARIEIQAS
RREBBAEANE  LRTRALEEREARMETRREGED
Z-1BRIE - SREHE  THARBNB-226 20 EA B RPASER
AHERERRE AR SRR ITHRASEE) TRV NARSE
204%  ERERTRRARERE LR « AARERNRALEEEES
SRR T EEE R B Ribeckmethasone dipropionale (T1I&B A 1203
megiday) ~ triamoinalons acatonide (71558 12004 )+ flunisolide (T
ﬁﬁl&iﬁh megliay) * futicasone proplanate (28 MR 1083 megid
budesonide (TFABEAMS2 megay) » SPBREBRALEREENRRE
FEENET - BTRERE Goxacator c BRABEARLTRES
nmic&m&‘&ﬁﬁﬂﬂﬁﬁﬁﬂﬂ%&ﬁ ERTEMETRORN
BifA IREARERRUARSERESNES SHEaNER RN
IR B AIER) - SINGULAIRY BEFERGUA R R LR YN
BE-HEE47% - RRMRESLIR (ERRI0% (p0.05) : EAA0%K
montelukastaM e TR BN A SIFREARA LN RSHS0RE

ZRE0EE - B-EENSHIRERTER(0-NS) « BELREIRY
gﬁﬁ'ﬁﬁéaﬁéﬁﬁﬁsll:{@hﬁﬁﬂ SEE TR

- BB RABARERES NN « KEMYE  FHIRRRNE
P(0-642) - HHEBREEH RESHRA R EEER beclomalhasone 336
meglday) AEERBEARAEETENEA | AREBOERET - TER
BxieMbaclomethasoneflin A & FEbeclomethasone iz Amontelukasts,
CHMABORABLL « EbecomelhasoneIBE D MASINGULAIRS H161%
BELEENFH0IBROFEV BERHE CBBREE < kFev,  OFS
BER « PEFR » RHRERFMNBGRN LR 'BRE, &Bp-agonist
DBRRS HENFHGERET - TR EE B AbeclomethasonetiR
BUBERA  ERBRSNKRERNE [ERERMNAERRRER
SINGUARE S ITRZRIMAFA «
HENHaspiinBENRAREFA (BT EBEE PRANYBEORBE
PEEBBAH)  —ERRIENEE - FHHTERMn=00)3T - HRR
MHEl - SINGULART BRI RN ERE S HORBERNNE -
SINGULAIR$t HaspifinB¥S AN BN RE L ERHR 2 - BERBADH
SARKIEE - EABRNBEBSINGULARS aspirin BB TG ABaspirind
HR SRR A IR BN S S R S ER AN RS RS BB ) «
BIBSRTAEREOSHUR AR ERA)
~BHIORSR(SIE « HOREREFEY SERY  BEERER
DEMIBSIESIR ARSI ERREARETHI2S it 05
PTRGENAET * PRSINCULARAK(S0 - RRERSRE10 mo)I4E
FEV,BAS8)FISBA TREELBFEV REEEEA SRLAH BTN
HRERH S LERRINRE  OEARRRRERRR SHEARTE-8
20224 2RIETBG R  HURPABSRRANSLH 2%
THSELRRE « RiB E52%NEHEAD - SINGULAIRIERZEKFEFEY,
EARCRATRRELSY BERER LAMBLORRMNGEHEE
EBERE20%) - A3 ARHBRARESOR ARG » KRFRNEE-
10 mgRiSINGULAIRZH + R BARNMEHEER -
HEBUBNZEHA GRS moRER) | —ARMRNLTRER « RS
AR HENE PRI ME20F 24 NE RS TR HEOERT « HARY
SHERAFRDHREARIERE
SINGULARFIHB AR RRHE SRS SHEERE B PER B
HERBZRSNFEARSRE R AL RHREHERAp-agonis BTN
% - O SAREH2RAENEEAMRagonst (B RER/LEEE) -
ERFEERRANEAZE
—1856 ~ S0 WE I3 AHENEERMERG - FTHMREE -
HE 0BT BAOE T RER ABESINGULAIRNE RERIER « n#E
{5 50— RSINGULAIR 5 mg4 M - REIME « LB S HLERELER
T270168 mq;zﬂmocmmnmm dipropionale;# B » Bﬂﬁﬁsﬁ
- ERERNEERSGIEN SEIRANBHEESHE T3l
BEBSINGULARESRAEH & RESHNZE « smsumrn}gm~
BEE R beciomethasone A EIE RRF(LUB M EAE{LSHIFISEDSS
CIESs - WHROGEIEREET (546 - 5.08) 564 (542 5:86)84.08
(4.64 - 5.08) = SINGULAIREF A ZZ 4 E + baclomethasone i 7T RIR
m e e
IL i /EYARIE0.03 (0.26 - 0.31
(41,06 + DASJROBT (0.63 - 1.00) - SHBENS RER(UGRAREITL
PLEETNWORET >

B4
FRAE T ROTEREERRY
(AREZE SEHENERRE)

! l
8
1
5 ]
}
= i
3 !
g3 {
ﬁ 2 |
o 1 |
0 [
14 i
2] i
i
-3 — — T
19 186 8 0 8 16 24 32 40 48 56
FRED

9-8-0 SINGULAIR § mg (n=120)
4-4-4 Beclomethasone 336 mog (=119

A% TEM (0=121)
935 HRBITHESIELERS  RUABFERYE
Wmﬂ'ﬂl&lﬁ
SRER S E R RLNER !IE

i
zesmcuum . i& ﬂlgﬂg%%g %

¢ “ﬁ—il H?g
‘ QB‘J !ﬁ ﬁ)J:E
b =

SINGULATR 10111
ﬂ‘ﬂ KQE“FR'HT E
ﬁ! + SlNGULM

ﬁﬁfﬂr ‘
EHUFPHERMRL ?:)\Fﬁ% TR RN R

| SNCUARKEEREEHAR 63
- CEERGEAEIE
wmen | mwvnon| STHERR AR
SINGULAR 10 mg » ~0.43" -
g%g 200 0.39 0.13° (-0.21, -0.06)
[351) a0 | 02 NA
R
(Loratadine 10mg) | 2.0 -046 | -024(-031,-017)
5%

CEABAGC-IZANEA CETHENEY - BRE SR BT R
18 - JIMES EN AT «

" {E RS R ASINGULAIRELEH HE R 0oratadine| R HILED «
‘hr“ﬂnﬁtt ﬁﬁf&tﬂﬂﬂﬁ(ﬂmm

FIRET %%mgg ﬁ, JsusgRa e By
SINGULAI < 33 52%
“gﬂ:@ %-mg&z;\maﬁ%

%  EEBR-ESINGULAR 10m
i

R
mé%ﬁ%%%* e

&Zf“ﬁﬁﬁmﬂﬂwﬁh%tﬁﬁﬁﬁmm
INGULAIRY IR AN R

[ ERERZEHE|
mavon| WEERE v rnnmnie
OB | Ceno)
2.09 -042

-00&'(—012 -0.04)
smgam 210 -0.35
"Egmmsﬁzﬂxlamhﬁhmﬁx 5 - xs:jwm

! HEMAEL SRl FREERp0m)
—samanm mu%smsunm 10 m :n-az

-ﬂne nm :
Mm i;ussscmums 001 }

BEEN)
SINGULAIR 10mg

;INGULN% %
?ﬁggﬂﬁ SINGULAIR%G

!Miﬂ&
B

h

&ﬂﬁ%ﬁ%ﬁsmwwmc Tablet 10mg + 512810 mg montelukast
iﬁ%ﬂtﬂﬁaﬁsmmwn Chawable Tablet 5mg + §i¥35 mg montelukast

ﬁ"ﬁﬂgf NGULMR Chewable Tablel 4mg * TE¥34 mg montelukast
%WNGUMIR Oral Granules 4mg « F:)'&)84 mg monlelukest
W ERE <
'“f!‘
rrsmo .;.‘FF ’
i

15
g %emmummw
uammimm 20210418

ON PHAHMA %ﬁm

e

5 Cramlinglon, Nﬂﬂﬂmbﬂdanﬂ NE 23 30U, UK.
Eﬁ Orqanm Pharma Indonesia Th

B : Rara Pandaan K 48, Pandaan, Pasuruan Java Timur Indonesia

PmmMmmmsm
MML mmwmmmn NC 27834, US A,

Marck Sharp & Dobma
=4833})ardiﬂnad'-wsun.mﬂ105m2?mUSA
: PT. Organon Pharma Indonesia Tbk.

+ M1, Raya Pandaan Km 48, Pandaan, Pasunsan, Jawa Timur Indonesia

| ERERER ARAS R
: BIHECRY R

= ST
RIS

]
o | I‘—'-Sml‘iﬁl?‘—-

70096389028



