BEREESHSF
2022 4F 11 H ¥

FOTRARD T FHE
Iﬂ' CTBRARN T ERE

[CDEIE?]
T TRARA T2 TFOTWAR S SR
THE 5
HR7e44 Enerzair medium dose Enerzair high dose
inhalation powder with inhalation powder with
hard capsules hard capsules
AUE T u—VEigE, 7 ) av =T AR E A
" BT T UTIIVIR BT AT )L
A Indacaterol Acetate,Glycopyrronium Bromide,”
Mometasone Furoate
A F T a—)VEEERYE 173 | A4 X T o — LEREEYE 173
g Mo ZHTm—nEl | ug AU FATR—LEL
X T150pug), ZVatu=v | Tl50pug), ZVatu=y
QB 7R | 2R3 ueg (FYatn | 2863 ug (V) abn
+) =ULELTH50pug) ROV | =7 AL LT50ug) KOVE
AL T T UNNKRBET | AR T T TR R
ATNV80ug AT 160u g

L7=n- T,
BEfRE M

U,

TER S VTV DI SCEZ IS,
RO IS L DERZAEH LB XN HGGICE, L
FIBICAHRE L T2 S0,
AR EHY L6, REICEHO TBHWE O]

BERERMAA FIZDONT

BEMEERTA Fi3. BFOERESFHRO 72 L1
fift & Ek&l@%@ﬁ%%ﬁ&&=&jﬁfﬁtt<t
COEILEBEH TS & XITFFICH o WS-\ &2 ER
DIPTSR L TWET,

. EREAEELOELWE
WZAER LT DT,

I ES e Ee S

NabSE-Y ARG e

(B % 1
(AT SCER

SHIZFELWEHRE LT, PDA R — A — TEIELH
https://www. pmda. go. jp/safety/info-services/drugs/0001. html
W EE STV ET,




[COXEDHRIE?]

- ZOHIF, RFMERT 2 XE IILRANC R T 23 %2 2ff L . A7 A Nk
PIRIEA & LTI 5 38 % 1 FEE AT AT,

c ZOHT, MALTTIZHRITSE S bNEREAN, RIEFEICOI-VRE X%
P CEBICRIEEZBEZXDZLICLD, FFRAERIZLET,

c ROIFED N T S E T,

SEXWME (RARTAC FH., REBERARRA B, RIBF R CREFEER
HRARD) YROGANLERIEE)

- ZOHT, BHBRAE L HFHTHIET, MEDFRELESCHITHED 53 TIX
B FH A, BIENEE RTINS SN RBIEIREIR 2 T 2 0.
72 BIZxZ2 LTLEEN,

- ZOHT, KDL ol b BRI L THEEHAZFRIELEY EEINE LT
DT DERIDENTHZERNDET, BV IHEH LEITHZ LN E
I,

[COFEEZESHIC, BRBIRETZLIE?]
OWDNIL, ZOHEFHEHTHZ LITTETERA,
- PAZERRA (~n 2 <am) BRNBED A
s BINEARIE K 72 S X B HEREEN H D A
BB F O TWAR S ST E F AR CIREBED H o 72 N
- HRh 72 BLE AN O 72 W RGREIZ )3 D> TV D A
s BREMEEEREIZ ) > TV D A
- WREIZ RIS L A RRESRIC L CT AT Ly R AT 2 LT
% B
OWD NIL, FRIEEDLETT, VA DRI ERTE 72 3EARNC S T T 72
0,
- FERERCRRYLIE I ) o TV D A
- FRARBERETCHERE D A
DMAERESE GEBEIRE R, AL, RERR, milE, LA E, QTR
ER/2E) ODANFERITBEICINLDERNH-TZA
- FEIRIF DN
s TAMAREDITORNAMREBROSH 5 A
cAINIRIER D& BN FEREEDH S NEX, ZOHEEHTHZ LT TEEH
Ao )
- RFER SR MED A
- BIRICEBEDORBEND D NERITBN 2 LE L T 5 KRB ARED A
IR FETRITTR L WA AfREMED B D N
- BAHH DN

OZ DIHIZIIPHH LTIV T2k [FRET Lo UERE K (2 =Y AL
R GBHEICBIT 2EMZRIZE DKMEABRICEHA L Tn2568) ] 0. OFHEE
BT REENRDHY F9, MoOEEH L T DHEAC. BiIicERAT 285681,
VTR T I FEAIRRCAHRR LT 72 &0,



[COENELVAIT?]
Z DOFITIWAIK T, A TIEH Y FHADT R L THRELRNTL 0,
c WTHEHOW AL (7T —A~TF—) ZHEHLTHAL T ZEN,

OFEAES L UEK
FHEIT. HRT-OIERR EICHDOE T, EMBARDE T,
WH, AR 2 BB IOEEIE, RO LED TT,

W5e44 TFOTWMAR S TN | 2O TWAR S L
& e H &

— e & 17k

(EEIEIE 1H1MH

OLDKSIZHERTEHZM?
s MATFEZOW TR OFEHGAZEL L<HATHEH LTI ESn, 72, &
K O FTTEWRASNDBFHEA~> SR TSN, ARG EIT
= AM-OFEAIRMZ AR LT 72 &0y,

- ARERN T DHRERFE O T NE T 5720, ZOEEZRALTZEZILD B0
ZLTLIEEN, 9DBWDRTERWESIE, 00oF 2T hoIcLTLES
AN

ONRBFT+ 72 IHE DHIE

:®%%ﬁaﬁ%%ﬁﬁﬁbf%\@%ﬁﬁ+ﬁﬁﬁA Ix. T%étia<x

PZLTLEE, ZOEEFEH L TWLHIMIZ, MmEOSMORIERH - 71

iZ. Bl %ﬁéﬂt%%ﬁ%%%ﬁ%bf<téw %W%%i%ﬁi_kﬁ%

2120 BRI AA57 BT, 727EBIC%2 L CEMICHER L TS E &0,

.ﬁmb¢ht%A®ﬁm

WANTERDSTEEAIL, TELHRETHESLHIZIEGZRALTLIZESN, 272
L151E%ﬁszﬂbﬁwf<téwo

O {fEALEF (BEFAR) DX

SR (W& EET5, DFEWRE), Bk (FRDSDX, BDSDHZ), B

By x), R, B (BEER). WM (B85 &), IR 272V EIR-TL

F9), DEMEAEIR WORPREE, [EkH72E), REHET > R—v 2 (Eilk

®ﬁT\%<k%wﬁw&&)1ﬁﬁ)7Amﬁ R, PN, PEPR IR #E

IR 5 R, BIE R E Rt (R 7250, BRECAR, EAST W, )

DAL, HEX, WM, R, B0 TRE) REBbobNAZ Enb

DET, WS ODDIERNFE U L 5 2 H b4, HZPIEL,

lEBIZZZ LT EIN,

[CHOEDFERPIZCREZDFRITAIELZES TN LIE?]
- ZORT, Mg EORRER OB AT HED 2 TIEH Y A, FHM
HIEELLEH LT 7ZEW,
c OO HE A ZERPIET D LIEROBEEE TN £9, EIRED
fEr7e<, BEHBCHEMAZFILLEZD LARWNTLSEIN,
R OFERIZIS CTCZ OO BEEZME T 5720, EFIICZZ L T EIN,
s BHVERT A RH* &I LTINS DD, WART B A RO

_3_



Fickv, 25MolERE LTr vy U ZHERRE, 7 v v v THIER (B,
WHERRBEIH (5—r 7 oA R), /IO T2 L), R EEHEEIH] (K237
D BERIE, ATV, DAL, E&, R, I8, Eikoik
T2 E) . MNRORERIE, BEECKT., ANE FLNOKT, 2T A TR
L. FES LW, IRETHADZHZRY) . FRNE (B O3 A, f1I0KT, G
DRITTHLSRD) 2 ERBLONDZ ERHDLOT, FrIZEHEMHEHRALEED,
EHEEZERT 2 EAIITESR B ENM T E T,

*2HMEAT A Rl AT A REMEIND T NA—TIZ@THED I L, K
HIEEFEROZ L, ZOFEBFWAELROTEHMERAT oA REITIEH Y A,
O LW RETRE (AR NEWT S, BEAT A E b a—ba—bH
NI 5, ZHROBOIIN) DFRINDZ ENHY 3, KB ST DIEIR IR
O OHNTSEAEITIE, 2 BICEMICERK L T 7E S0,
RIS A REIR, BAICK D IMEILEEZTBEALRHHD
T, HRENEEEZBEATHERH LW TS ESN, £, BFE AT, 203
DO E OE I K A fatk & E LW EREICOW T oI g TX 5 F Tl
HZ=2IT T,

TR E TR L CW A RIREME D & B NIXERNZHHE L T 230,

I L TV D NIFERNIZAHE L TS 7E 3V,

MDEMEZZT DA, WL ETHOERLEAT I5581T, 4T 0%
AL TWD Z &R EMETITEAMAZ TSI,

BlMEAIE?

FRCZTHERWEREETEWERREER & N0 ARIEREZTHR L E L
7o BWERCTHNIE, TNENOEKRLEENZ LICRE L ERARERD S
H. WS ODPDOIERNE L L5 R lich b bihvd Z &EN—KTd,
ZDOXIREGAITIE, T DICERME 2 IXEEAERNCHR L T E S0,
AR RIVEH F 70 A RIER

T Sx— | REONDH, CAEE, GOIDH, SHOX, B
OB LW

HERIMIE TV U | AR, R E<, B L, FREOED, fi1nk

LMEDOIKTF T, BEiROIK T, EiRoHEK

L H L ARToB0HY

7 LH DTN

IRy BE, MgORPIE, DEV PR &5

LAIEI SNEH

PLEoBRIERZ., BWEHDOH 50N DEAHNI R 2 5 E RO ERBYD TY,
ZIHDIERIZZAASW =5, ERREEH I L 0FRE2 TEL T30,

HIL H AR
e SHOE ., IRk
SR DT, BEMoHK, HFEW
R0 M D71 A M5 2)S Y <
LR i, BE LW oA
T2 FROFEO, k8 L5




A ERCRIEN
] 2EDONDH, CAEE
7 Al O
[CHEDFIE?]
Wi T F TR TR i+97%}%ﬁfk
v PR Vo
X ¥ v IRREEH, N7 ¢ DNEEEEH O
i 7L
v (T1o) | (L3
O I RS \ t 1./
Al = — N & - TGM150-50-80 & - TGM150-50-160

[CHOEIZEEFATNSDIE?])

Wim TFUTWARL T | 2 OTWART T2 B
JiiR JiiR
sy 4V§ﬁ%m—&ﬂﬁﬁ/ﬁv?ED:WA%m%/%f&
ST T U TR R AT )L
TR0 FUHEKF, AT TV U~ SRV T A
[Znith])
OZDEDREFREIE?

CEHHEERAEETCER (1~30C) TIRELTLIIEEN,

cWADERIETT LI — IO 7BV EZRY HI 20T 7EE0,

« T BVITBHIT RN T X0,

s FHEOFOfEN RN E ZAIRE LT EE N,
OENE-TLELED?

- HEXHTA O NIZTE L TIIWIT EH A,

c RoTGE

(T, A5 DRI HOW TR EFRBERNCAR L T2 S0y,

[CHOEIZODVWTOEBNLWEhEXE?]
SEMR, BERGE. BHERAZR EDO XLV FELWERA S D561, FIRESIEAIAD
ZEFHR I,
R FIEICEAT AEMIX TR ~BH WAL ELZ 0,
MERES . LT 4 A T 7y —~ RS

(https://www. novartis. co. jp)
JINNVT 4 AEA VT K
EE:0120—003—293
ZATHER  H~4 9BF~1 7THF3 0%
(LB L OVMHIRH 2R <)



FTOTERASNDBEERN
—IT OF TNV—=ANS—DFENG—

BRARR(TV—ZAAS—)DENE: BT S0

AL (T —RA~NTF—) | LHEHASEARAST [TAI—F ZHELT
<TZEWY,

O WAL (TV—ZAF—*)

TIAE—ZA
(BAR

Al —

H T IV FEREE (77)
b

ATV ELT
bev—rERLGL. AT
HILERMYHLTEE L,

#BTIEY—MrehTRILE

ALHEELTUEEL,
% PARIELIEL TR L,
A |.- . . - - - ‘:- -‘-'=" Ij— J-}
HF7 i, 1 OTIVES— kT *”‘_‘_‘_ ;*
3A7ENEARTEIVD 2FIT 4>
S 7HTeIVASTNEY, COENOETAHS #mww

BT CrEEL,




BAR(T)—ZAF—)DENE :RAFE

MAER (FT)—ZANF—%)|C
h7eIbE 12

WA (T —A~NT—) DX v v T &4,
VA= (KAD) 2T, TAIT—F
MR H LI 7'V 1 2% 7R
o) AN ET,

¢

v A= (KAD) 2, [ HF v EEN
TAHETLoMY AU E9,

~UAE—2Z (KARD) IZ
I eV EEHEANTEA
TAHZEIXTEERA,



BBDRI %
LobWHL.BELET,

W OFEGEDRZ % 1 E-T, Lo itk
FTCHLET,

(RE 2T 2 LT, ATBANLIE (HER) M
M2 X5 REHIFTWET)

BKBETHLIZOBEORZ 2L £7,
(RE L EI LT ETIHMATE EHA)



BEFEHLTHS l,
EmEAVEEE, (S
TEILETF{BALET, 53
-~ o
=/ \

WAT HENS, BT REITESHLET,

i

WA LD 6, L RBRWEEIZEA
Ik, =7 AE—2 (BAR) ZANGHEL,
BAITEHLET,

B AW NATe & R AFIEE () o ThH S
EANEEEL, 3 (MR s nEd, B
WAL TS A AL DEEET 5 E 08 2 278
WAL, I TBAR I SN FEICEEE - T
WD ATREMER B D £, WA (T Y — AT —)
DEMZEEL oleE, BRIV TELVOFEED %
PHDTLEEN, ZDEE, MROREREADRZ
IS RN TLERY, FOH%, SUAE—R
(AR) AL, AT v 73 %1T-oTLEEN,




[ RADEHoF=5 - ]

ZIEoTWVWATEZREERL,

h7eIVERTET.
X W TB|ARNIZE (KR ko Tn5D

Haid, ~vAE—2 (kAR) ZALT
b —ERT v T 3EToTIIEENY,

Ly O3
E(gF) o )
HoTL S,

AKRERICE LT D SN EZRT, v T X
E—2 (AR) ZBAL Xy v 7Z IR L
7,

WMARITZ D BV ET o0, AT TEET,
HOFIZFE> TWDRBEEIEWR L, BITEM %
TRIT 5720 TE, HITHATEKIL, RAIAE
F.OHEH LTS ZS N,

BAZE (TV—ZANT—) OBFANTE

0 W EAZHLIZBTFANLET MWIHERR MRl T A —A (W AH)
ONM MR EEDD , o TWDHIE (KR) ZEVEBRWVLTL7ZE0,
AKEWVIZLAWVTLEEN,

® 30HZHZIZHLWERAZGR (T —ZANT )IIZBTHZ LE2BEIOLET,
RN X 72 6 [EIFEERIC TR IE S0,

_10_



