7 I ZREGE A
SRAEERYRY EEHEE

274 —%A&4t



77U RARGBEA
WD EEGY R 7 EHHEE (RMP) OME

(AR 2)

. s " RSV-A & HTF 2 287 BB LD
R e 77U AREHEM LR RSV-B BARIF & v/ &
BIERTEEE 7 7 A PRt o 876313
“HEHH ST 849 A 28 H
1.1. Z2MRFFEIE
[EERBESNEY Z7] (EERBEENHY R 7] [EERRRER]
T - R —JEBERE vavwld, TF 74 T7F%— L

o I TEE

BiBEE R (X7

A

L —EfERE

a2 R <)

1.2. A3 2GR

7L

| EFRIZES S ZEMER D 2D DIET)

EFicE SV 27 B/MEDT- D DIES)

2. ERBRZEMERAEOME

4. U A7 &/ MEEHE OB E

B O ERLZEME TGS

BE DY X7 m/MUES)

BN EIR G AR TEE) BMDY R 7 s/ METEE
e A T AR AR A (605K LA D FNT 69~ % i 2L

C3671019)

3. EMEICEET AFRE - RBROH B OHME

72 L

ZIHEH DML RMP DAL TR T XU,




AR =G 1)

EIKGL Y R 7 EHEHEE
aStt4 s 77 A RSt
oh B o3
K E A H 202441 A 18 H % 4 A 876313
D8 4
oA MM ©2024 4.3 A 26 B~ A PR OE B 30600AMX00014000

203241 H 17 0 (B4
R

Bl

20234E5H31H

i 72 4 77U ARTER
B K & RSV-ARARIFZ > 737 B ¥ L ORSV-BE A BIF X v 37 &
P R 1[E10.5mLH, RSV-AGLARIFZ 737 0.06mgis L U'RSV-BRELARIF 2 > /37
& B & O A B . e o

B0.06mg% & A7 5 1S

OB A 2 55 AR R & TR fRte . iER24~361 O 4T 12, 1[8]0.5mL
MiEEOH & ZANICHRET 5,

QPR 2 A R R T A%, 1m10.5mL 2 i APICEEAEd 5,

% RE 313 B R

O~ DOREFIN GBI LD FHER KL OAITICBIFTDRSVA NV AZRRFN ET 5
TRIEREBD T
@60 Ll EDHFEITBIT BRS T A VAL L B EYE D T 15

EIG U A7 EREE A RED B, MOICEmT D L,

EORO&
2024 53 H 26 BiZ, T60mELl EDOFEIZRIT B RS VA VAT K5 ERYYED
TG O IRhEEUTEE) BEIO THELOHE] (T 2 KRFHE L
i = AR & B

Page 1 of 11




ETEOIFE

AIEREHE
2026 -7 H 27 H

EHENE O

1. M1, ZeMERarEE] KO 2, ERNZEMEEHEFROME | OB R 2RISR
& U CEE L7 FEME AR (EEs L OHAIRICH T 2784 : C3671015) (ZBHT D it#o
HIl

2. 5.1, EEFLEZEEERFEO—&] O EHEHABGERET (ks XOHAERICET 5 3H4E -
C3671015) DO EhiARIL CREEDIER TTHEZ LR

A -
1.2, B ApERE (Emk L OHA RIS 2804 : C3671015) 2T L1729

Page 2 of 11




1. BV R 7 BHEHE OME
11, Z2MRHEE

HERFFESNIZY X7

o N L —JEERE

EERRESNEY A7 L LHA

Iha 2 x5 & L7255 3 fHRABR (C3671008) Tik, Z&MET—4% -~ b4 7 H (202249 A 2
H) BT, AKFIZBERELZRBRSINEICHBV T, MedDRA SMQ ¥ 7 > « N L —JEERE (Bk
) IZENTAAEFLITREIN TV RN, LALRND, 60l EOFZXRE LI
3FHERER (C3671013) (IZBWTC, HEfEfTOT—% B A7 H (202247 H 14 H) Kisl

T, AFIZHRL L7 17,215 Fild, AEFIBEFE% 42 B LANIZ MedDRA SMQ ¥ 7 &« /S L—JiEfE
B O (RN TAAEERLLT, 200X T2 « NU—JEGERE QHIDH B 1 FlIEFE

T NU—EEROBRI CH LI T — « 7 4 v Y —EGER) NlESh,

KE O BRER etk 22 MR ER (C3671054) 12BWT, 65 mlL Lok AT EIT D K% D
X7 NU—IEEREOR AT 2.86 (95%F XM : 1.03-7.94) THY, 100 FEHFEH
720 7~8 FIOMEIMMBHETE S iz,

RLUEIRERICBIT 2ME E LT, 202644 A 6 HE TIZ MedDRA SMQ X 7 > « /N L —JEfBE
B k) (ICEST A EFGERRESNTIEFDO OB, 774 M EORERIER T
FHERF] (L~UL 1~3) L L TISHIRERE SN, T OERIIWT b EsCIs T 5 ®es
THY, HFTOREITR -T2,

U baEz, £T70 « RU—JEEBENEDNDIERDGRD b -GAaIcE, FHRE, H
HRE=X Y I BILOHEROESZMINABRLETHDLZ D, BEERBEINTZIY XY

> Sl

&LPXIIE I_/f:o

[ 3R N 22 M AR IR B O N2 B OV ORI FRE -

[R%]

o B OEIKN M)

o B EIEGNZEMEAIEEE LT, UTNEET 5,
1. FEEE A A (60 5k LA B ITxd 534 : C3671019)

[ h]

o EWOEIMZEMEEAISENCLY, KERORBBURNAZERET 5729,

o 60 mLL EOFEDOMHIER T OLEIEDOMERZ B & LIz et &2 323 2,
e H AR A O P CARFEG O R BRI b BT 5,

73
78

U A7 e/ MEIGEEI O N B OV ORIV -

[N%]

o GEEWOUAZE/MEIEENE LT, BRI 111 ERRREIIG] OEBIOTU 752
BRAEZ T DA~DOH A RICFEHE LEBERET 5,

(e ]

o [EIRHEREIS JOWREEREE IOk UHE SRR B A AT, @R E IS B9 5 B A {25
728,

Page 3 of 11




BEERPFENY X7

vavJ, TF747F%F—

BEERIEN Y 27 & L2 -

s 2kt 5 & L8 3 fHRBR (C3671008) Ti, #a&MtTr—Xh v b4 7 H (202249 H 2
H) BRST, AAIZBERELZIBRSINEICBWT, AR 1 » H LN MedDRA SMQ

TFT7 4 7R ) ISR T DA EERITWME SN TR, RS, A& HE
L7ERSINEIZBNT, 5% 1 v H~6 » AORIZT 7 4 7 x> —en 1 s S
7oy, TRBREATEEATIC L0 RFI L OB L S Sz, F72, 60l EoFZ L E L
7255 3 MEBR (C3671013) <TliX, FEfTOT —42 By hA7H (202247 H 14 H) K

T, AAHNZHERE LIRS INEIZB VT, MedDRA SMQ 777 1 % > —& (BEIR) (2i%
W AZHEEFRRIRE SN TR, LNLAERD, Yavy, TF 747 % —3BHEN

WU FURRICRBLT L RN S 5, BB LG SITEGME LGN T RREERH Y, EY
BN ANKETHD 2 Lnh, BEERFAEN D A7 IZERE L,

Uu

P22 3R
(N
o IEF OEIEMNL MR B
o BMOEERGLAVEEGIESE LT, LFEEmT 5,
1. B ARG (60 MLl EOFITH4 254 : C3671019)
[GEE R EE ]
o WFOERLZEEAIEEICL Y, AFZORIRNAZTRET 5720
o 60l EOFEDOFEHERE T DL LM O %E%&Lt%mﬁ%&mﬁﬁ%%m¢é
FeE M AR A O CARFEG ORIV LR T 5,

W2 EPERERTEE O N K OV OB
7]

N

U A7 e/ MEIGEEI DN B OV ORIV -

[N%]

o WOV A R/MEIEENE LT, BFHRXO 111 ERZREIKIG] OEBIOTU 75
PR AEZ T DAN~OH A RIZiid LIEEMRET 5,

[ ]

o [EIRHERH IS JOWREEREE IOk USRS IR B 24T\, EIERE IS B9 2 B A {25
728,

ok

J

A~

I

TEPERUBER R (T2 « N —JEFEREZR)

WEAREER Y 27 L LT-FH

Il 2 x5 & L7255 3 fHRABR (C3671008) Tik, Z&MEr—4% 4~ hA~7H (202249 A 2
H) KR, Al ZHME LIRS c Iﬂ“C MedDRA SMQ fiihfi (Bfelsk) 10347 5 F
FELSIIRE SN TR, LNLARRD, 60 LB ZM5 L L5 3 Mk
(C3671013) (ZHBWTC, HRESTOT—% I~ b4 7 H (202247 A 14 H) BT, Al

Page 4 of 11




ZHEfE L7 17,215 i1, MedDRA SMQ Mififi (Fedik) 123443 2 A FFSR (MedDRA SMQ ¥
Vo NU—EERE (PR) ICHEUTOAEFRER) L LT, 1N (REra ik
ET DO OMEIIARENM) NE@E Sz, BRES CREBRRITIFAE T2V 0D, %K
Eﬁ%ﬁr%(%ﬁ%%,%%ﬁ@mﬁ,ﬁ%ﬁ%,%%ﬁﬁ%%%)ﬁﬁbnéﬁﬁﬁ
RO OLNIEAIZE, BHRA, EELAE=F) V7B REROEZNNADLETSH S
;&bg,ﬁgﬁ@EMJxﬁ_&ﬁbto

R 2 RV TIS B O N K OV OZIREEHD

[WE]

o EE DOEIES L MG E)

o BN EIEGNZEMEAIEE S LT, DUTNEET 5,
1. REEMEHRGERA (60 Ll EoF x4 254 : C3671019)

[ ]

o EWOEIMZEMERITENC LY, KFRORBIRREEET 5720

o 60 EOFOMHER TFOREMEOMGRZ B & Ui RrE M kR 2 53 %,
e H AR A O P CARFEG O R BRI b R T 5,

U 27 f/ IMETREN O NER J OV OERELF -

[H%]
o BIFRSTHElE OV AT H/MEIEENX I L 72,
[N E ]
o HIFERS TTIXEEMAE I T AV, BUERRTE % ORI IR U CHEE WA 0 2 BV 2 Mt
T 5,
HELARN R
BALP

Page 5 of 11




1.2. AZEICBE T DRI

e L

Page 6 of 11



- FRIF RS SO ERE RS FONE, FHl, 2SS LEIROBR (BLT

BN 0D [ 3 it 22 A G AT

e RS TR (60 UL EOFITxET 5 FHE - C3671019)

(&t mEt ]

BERBEINTZV AT . T« N —EGER

BERBENY A7 cvavl, TH 740 T7%0—, RENMEERBEESR (X7 « NL—E
BEREZ bR <)

[H]
AHNDHAE 2 51T 12 60 LA EDOF O FERE T DLV 2R T 5,

[ 5 5178 ]

5 ft $9 1 1B E OBRIRIE B DXk A 72> S i B SRIEG] OBIEWIRHE T H £ T
BLER I D AR A bR 28 HET

HEEGIEL ¢ 1,000 B (BT *T4)

A STk s Rk

[ S 5 AR L]

AFNE, 60 LA EDOEICEBIT D RS VAN AL DBRYYED THiZ AL LTz 7 F 0 Th
%, C3671013 REROHEIfETOFT — 2 B v vA T H (202247 H 14 B) Bps T, AF| OB
EZUTTRBBINE 172156 (2055, ARNLHAANDNIIRBRSINE 1,159 fil& 5
Te) OEEMEFHICESX, 60U EOFICE W TAFIIL S TIERMEIZRIFTH 7=, L
L, HEEEIE BRI EERRE AT 2EERNmL R, FHEET CIEERRBRICIIE T
RO lER B E AT HE~DERLEEIND Z LD, 60l EOFIZEIT 5 AKH D
R e L AME R A IET D 2 L 2 HIICH e A ERAE 2 i 5 2 & & L,

HEEFIERIE, C3671013 RBRD B AR EM & [FFRE ORI CTH 5 1,000 & L, NESH
T REMERICIE S, REIOZEMEITIRENRD DN HEITE, BEIDE TR 4k
AR OB S 2R 5, BEJERFIED 1,000 FllE, RICEEBEREZR LICRBET D 5% 5
DOFERNIEBHEEDH Y T10% (U RTZNR245) L7rolcmf, AEKAE0S OB L 80%D
A TY A7 ERZHRTEDERMBTHY, F72, HORBEAN 03% EORIRIG%E
5% DR T L EH 1 BIRHET A LR TE S,

[&iE & 725 T EOE K O ORHL]
LAVEE RIS X ONHER TIRICZ 2 OREEB LU

Ift

%

I
)1
o

Page 7 of 11



[ 24 5% 0 3 5 22 EPERARTE B ORI E DWW T S LD ATREMED & 2 BN OH & K& O DB
TR DR IE L YE]
Bric ez VRSB D IEE DR SN2 T 0T R B FHICH T2 U 27 035 57>
(2o TG BE, KREORKREZEE 2, ARAEOEMFEOLTES OMG, B0 EE,
LEMEAEEI £ 7213 ) 2 7 R/MEROFEES ZRat L, B Y 2 7 BRI EO RLE L
217D,

Page 8 of 11




3. BRI B HFAE - REBROFEOHRE

e L

4. ) 27 s/ MERTEIOBE

W DY R e/ METEE)

WH DU A7 f/ MEE B O
EFRLBLOY 7 F UL T D AN~DH A FIT KD IFHZLE

BIMD Y A7 e/ METEE)

BALNP

Page 9 of 11



5. ERME RS E

51. ERGZEMERHEO—&

. ARMEICET SRE - RBROFEKR WY R 7 &/AMEEHHE

—5R

1 0D B 3K L 28 A M RE AR G
BN, TR « R L O EEEREEOIE, FHMb, ofricik-o EREORF (BLV
FAT)
BN 0D [ 3 5 22 MR R AR T )
BN EIK 2N iH & 72 DIEFIE fiHERD S WaED
EARIEEh D4 R /B REAE 5K T E O YERF7E B
MIREZHAE Gim~ | 7e L WRFEBRE B 6  H | B&T YRR 2
DREENGIEIC X DA # (2025 1
BROFLIRICBIT S AiEH)
RS U A LA Z A &
95 FRIERB DTS
ZHBYE L)
HIREZFAE 605% | 7L WRFEBRE B 6  H | K& T YRR P~
I EDFIZEIT A RS % (2025 4£ 1
7 A L AT X B JRYLSE AHH)
OFiE AR E Lzl
)
R E A R AR AT HAEERIEL - 4T 450 | - et EMWmEsr | KT VER I
(TiEs L OHARIC | filB L RFEDOT T k& s R IRE (2026 4F 8
592 A DO AR A#EH)
C3671015)
R E A R AR AT HAEREFIEL : 1,000 B | - ZRVEEWHRERE | Eiih Ve E W
(60 LA EDF K} k& s AR IRE Bk L O
T O : TR T
C3671019)
5.2. BT ARE - RBROFHBEO—&
BT BT %3 i H & 72 DIERIEL BiHERD —— WEED
1 - RER DL /B RESE B FE DA TERT E H
BALAP

Page 10 of 11




53. V 27 B/MEHBEO—E

WE DY R 7 e/ METEE)

BIRICB LT I FUoERE T D A~OHA NI X DRI

BIMD Y A7 e/ METEE)

3 1 =N 7N Eﬁa&fié 2
BIND Y 2 7 F AMETE B D44 o B ES RNV
MBI & 2 it WR7eBRMGN D 6 1 A% T

(s~ DREBN S (- & D H/E
REOFIEIZE T H RS U AL
AzJRK & D TRUERBEDT
Biz By LAt )

R IE 1% A (2 L 2 1 i it WIEBRAE S 6 » Atk T
(60 LA EDOFIZHIT D RS ¥
ANV L DEGSED T % H
& L)

Page 11 of 11



	概要
	1. 医薬品リスク管理計画の概要
	1.1. 安全性検討事項
	1.2. 有効性に関する検討事項

	2. 医薬品安全性監視計画の概要
	3. 有効性に関する調査・試験の計画の概要
	4. リスク最小化計画の概要
	5. 医薬品安全性監視計画、有効性に関する調査・試験の計画及びリスク最小化計画の一覧
	5.1. 医薬品安全性監視計画の一覧
	5.2. 有効性に関する調査・試験の計画の一覧
	5.3. リスク最小化計画の一覧




