Y O —/\®8E25mg/
J O—/\®8E125mglZ (% b
EELRURIVEEFTEEZE

BHEEREKRARMT

® : BRI



YJ a3 —/\®8g 25mg/
Ja—/\8F 125mg IR B
EER)AVEEABHE (RMP) OME

V2 —/3§E25mg
HR5E4 . . B T Y RLILENL T LR
Vv 3 —/ §E125mg
BUEIRTEEE HE B Fe MRS 4 Bl 87625
’HEAH 846 A 19H
1.1. ZEMEREFEE
[EELREESNEZY X7] [EERBEENY 27] [EELRAREER]
TF74TF L — HEE AL mL

1.2. AZMEITEEY 2 RATEFH

2L

| EREICE S ZEHER OO OTES)

| ERRICE S Y R 7 B/MED 7= DIEE)

2. EIR L EMEEARF E OB

4. U R F/MEE B OBEE

BEOERLLZEMEERER WEDY R 7 E/AMEIES)
BINO EE L ZEMEERER) BIMDY R 7 B/AMULIES)
7L ERMEEEITEM (VS a—% [ [IFELTV5S

P, AR L TV D ATREVE D 8 & e XATAEIR T

HA[EEMED S B ) ISR A EBEV ) ) DIERE

el

3. HoMEIc BT 2 5E - RBR O EOBE BEETEM (S a— "2 Shthbe OF

BEDOIIe X F~) OFERL & Fefih

L

A THB OWNEIL RMP OASE T IR T S0,



Em') R CHAEE

\.
”»

DftA - RIS

i B ORE
A4 11 A 22 B (BRAKR)
KW HE H B B 3 4> ¥H | 87625
AFI64ES 5 H Gl kR .
)
1. 104F (B¥_ AR O 12 5%

LLED/NR)
9. 2026 4F 3 H 23 A~2034 4F 3
A48 (PRI AKX 12
R A WM L B/ NR) A R =2
3. 2026 4E 6 H 19 H~2034 4 3 @ 30800AMX00156000
A4 H (GB¥:6mLLE 12
AT D /N )
@ 2026 4 6 A 19 A ~2034 4 3
H4H

@O 30400AMX00205000

E BB £ B | SFf44 11 H22H

O Y =— 3¢ 125mg

Hix 5e £ .
®@ Y a—/3§E 25mg

H % R 4 | =y LB TeLlg

@O 18R, = PLLVENL T 1523mg (= bLLbELE L
T125mg) 25HT 5, A~KHEAGOMNEOFEEE

A =L N -~
& &M ORIFE
T 1@ 18, DUV FLAEL ZoAfE3046mg (LY RLAELE L
T25mg) 2835, A~ EABDONATEDOREE
<JHH>
W, = LAV E LTI TOHES 1B L EROFSGT 5,
H&E
Fl R B A 2HENMDH
5 HH
FA v R OV KO )
- s 40kg UL 375 mg 125 mg
6 5501 12 25
ﬂjofd\,j*{% 30kg UL I 40kg Al 250 mg 125 mg
— 20kg LI 30kg i 150 mg 75 mg
< Fph>

WL AR 12 M Eo/hRiZido s hLber LT 1 HAER

-1 -




3 mg &, 2HHENS5 AHIF125mg & 1 A 1EEAOFEET D,

ZhRE LN B | SARS-CoV-2 T & B JE&YLIE DRI o NV DT B
A M | EER)RAEHRHEEZRED E, EHUICEETH L,

AFNE 2022 4F 11 A 22 HICEHRMEFREIREEF 14 520 2 O 2 5 1 HIZ
EoxBEKR SN,
K S RS R SRR 14 550D 2 @D 2 55 5 TH|Z B X YR AR O WIR
PIZHIEE L, 2024 423 A 5 AICESR LRGSR AR A IS Lz (FRsEAH
M ;10 42),

i % 12026 43 H 23 HIZ, SARS-CoV-2 |2 X A EYUEICxd 5 [FFh oflidk

BRIEAGR I — A AR 2 BUE L=,
2026 4E 6 H 19 HIZ, 125mg BHK|1T SARS-CoV-2 |2 L A RYYEIZ %I T 5 [T

PR] 2BV T 6 mbh b 12 FRoR 0 /0 R o0 v K O B oD B IR 58 KRR

T F 28 SRR & A L 72, E 72, 25mg TAN 0D e 5 it BT I o8 7GR 2 A

L7,

B OB IE
AfEfRH A - 845 H 27T H
N O
1. TS B OB 1T 25 mg A, 1GEICBIT D 6 kbl I 12 s o /hNd o vE Kk OVH &I
B9~ % Feak & B
2. BEMTEM M OERIEFE RTEM OLT AR ORI GLaCEE )
R

1., 2. AEEM, HEEROCHEBMOAGRIGED =D




1. EERIVRVEEHEOHE
1.1 REMRETEIE

HEERRBEINTZY AT

774 T7Fx -

HUERFFESNIZY 27 & LIZBEH
ERNELEIR R ICAT L ORRREBNEETERNT 7 47X —DEGINERLIZZ &
M, BERFFESINILY AZICRE LT,

3K 5 22 VR BUE B O N K OV OFRIVER M
[NE]
M O [ R i 2 A MR G AR B
(GECEAGENEED |
HWH OERGZEEERITE A2 Wm U CHEREZINE L, 757 4 7% —ORFLRIL AR
578,

U 27 e/ METEEB O K OV OIRELH
(F
WH OV 27 f/AMEiEE . LT, IO [11.1 ERAREWE ] OI M O 1) [ K i
A RICRE# L CEEWRE T 5,
[EedR e ]
KU ZAZIZET WA ERIEFE L ORAE SRS 5 2 LT KA OB IERE ] o g2 L
L, ZEMEOWREN DI,




HEERBENY A7

AT

BHERWERN Y A7 & L-8H -

AEHEFE A FMERBRICIB W T, U XTI, BRREEEE & O 5.0 5 4 2L E TR ISR B3GR
HHNATWD, Ty T, FEORFITFRD TR,

DLEX D | ez EERBEN Y 27 ERE L,

2 HE 5 22 EPEREARTE B O N M O DR P

(%]
T O R i e eV R AR TR B
(GESSZHEED

PR L TV D elEic i G S 6. @ O R Z VAR 2 LT, AR OR IR
B, dEE, BRI R O AR OFEM R A INE T D720,

U R 7 Fe/METEB DN J N OFRRER

[MN%]

- WEEOY R E/MEIEENE LT, BRI O 12, 255, 18, EEARIANERE], 194 £
FEREZ AT HF . 19.5 i) OEKOBEFMERML T A NIZFEHE L CERMREZ1T 5,
BMOY A7 FMEiEE) & LT, BT EM & OERIEFES &M OER Ot %
119,

[EeREHR]

TN BT DI A R 8 R QR 13RIt U, B IR 2 2 (R 9 720,




HERA R

L




12 AEICEY S REAFIE

L




2. EERREMERAEORE

1 O 3R a2 R AR TS B

W O E I G VR AR TS B O
RS, SOk - P& O ERE R E S DI - M - T Ic S < L IR OB RO

FAT
BN 38 i 22 A PR R AR TS B
L




3. AMEICRET HIRE - HERDFHEDHME

L




4. ) R BIMEETEIDE

WE DU AT g /METEE)

WH O Y A7 f/MUIEE OB
BRSO A A E RS T A NI K D 15wt

BINO Y 27 e /AMETEE)

EIREREE T EM (Va—"" T TR LTS &M, IR L TW D AREMED & 5 otk SUIIEHR
THARMIEOD D) (BT DRV ) OFEK & 24t

(2Pt FE]
AT FAE
(B8]
ARFNOIT; NI I ZAT 5 EFRPEFF TR LT, s XATEEIR LTV 5 mREME D & 5 kI i
HLBWE D EEME T2 & & Hic, MB2RICIEIRATRE R L E~ DO ARFI B GBS LB BT &
LEVEICET A MAERE L TR T 2 F 2o 7 U X FERBEIE L, BWIEMEHEHEET S,
[ Bk 72 5]
PLF OB % AKIEH OEREEZF T A — L X—I2B#T 5 & & HICRFIMAE R
AL, BMOEHEZKET 5,
Va—® [ R L TWA LM, IER L TW D AREMED & 5 ot XITIERT % AligtE o
DM (BT 5 BEV
[iH &7 PEORY, Fhi LRI SEEIREIN D alietEn d 5 F e 2 4 E ]
WEOTERH - FEFSILEE /MR RBR RS E R R, 22t E 5
[ B A [R] 25 1 /MM BB FE o i BB R, 2t E M S R s~ G- ST\ e nwZ & &
B L. U AT R/MUTEBY O 7 58 L 30 B &Il S 72355121k, M OSGET, BlAi ik
SO FEREITIEDE T, BIMOEMERSE 21 5,

BEWTEM (VY a— "2y Shictt s ZHBEDO R E £ ~) OVEK & 2k

(% atEpas S]]
fe A TN
[H]
AR 2 WIREtE D & 2 etk ) 1Tk LT IRICARDIEEME 2 X 0 ianwz72< 2oic, &
FICHRME L, WIE 2 HEES 5,
[ B AR 722 0515]
LLF OB % AFIBFH OERMEFE T A — =I5 & &b ICARFIMAE BRI
et L, B oMz IKIET 5,

YV A=\ ST L TRBED IR S E
[HiH & 7225 FE OB, F2fi L 7o RICE S S ERIRS LD wTREME DS & % B 70 5 HiiE ]
Wl O TIER - BRI I/ AR B HE s B IER R 2 E R iy
[EIBR IR I/ TOAH RRBR K5 i iy B VRRKE | Z et E s R s ~ e G- S h T anZ & &
B L. U A7 Hm/METEEY O W 72 25 LN 6 8 & fIl SN2 GBI, EM OET, B 5k
FEDFMGIEDE T, BIMOBEMAIEREZBRFT 2,




5. ERmREMERE. AMEICET HHAE -
ZEMERMEO—5

51 EER

HEBOHERV) RV &/IMEAEDO—E

O[5 38 i 22 A VR S AR B
HRME. Tk « G OIMNEHE R E S OIUE « FER - OIS < R O ME OV
17
BN 0D 5 38 i 22 A 1 R ALY
BN IR 2 e i B & 72 B REFIE fWig L7725 S WEED
AGEUIRES /B RESEGIEL FiE D YERL T & H
T R B 7% A A BZA=Racn BRFERRIA L W 6 | #& T TERH (2023 4
5 A% 7 AHEH)
— A A A AT 3000 5 CHABRLAE | KT TR (2024 4
% SIE EE Al AT 7 HEEHD
HE 7 i 51 0 8
HEHEF — Z )%
1000 L
NS oW
T B IR
AR
- 22 A E W R
I
- AR T
PR RElEE 2 3 5 8¢ | ISR ERREER A, | ABERERSE | KT TERRH (2023 4
BRE Zxtb e b U ERIR | R BT B B T B | BAERRE 12 A#EH)
PR S ONHP A FE TR RE i 5
BE % 8
52 BT HFE - HBOFTEO—E
AT DA - i B & 72 B RE B fig L7725 S WEZD
IR D4 /B RESEGIEL T E DR YERL T 7E H
[EI B AL R 26 /ARG BR | SETIAR S — b~ (BE/ | BB R & | & T TERH (2022 4
(T1221 #RBR) SEJE D SARS-CoV-2 Ji& | EER 12 A1)
Yuzg) 1590 H
BUb/MAH S— b (| B IERLE | KT TERL T (2023 4
JiE A5 /4% ESE IR D A | EAERLEE 6 A#EH)

4% SARS-CoV-2 &Yy
#) : 480 14

- 10 -




53 YRV R/IMEFED—E

WH O Y A7 i/ MEiESE)

BRSO MEEE M A I K5 et

BIND Y 27 fe/MEIES)

BINO Y 27 g/ METEE O 4 Fr

BB &ERD
I & D ]

ES RNV

AR A LS 5 1 et

WRoebAsh &V 6 » Hik

T

BEIZEE L COBRE~DOFHH &
PR I (FIEHSCGE ., B
N KT 7))

] B 2 [ 575 I/ I AH 3RBR A 45
o EER

T

ERIEFETEM (V3 —n®
[THEHR LT 5 &k, 4R L C
WA ATREVED B D &k, XIEAT
R DRt & D &) 2B
THRMEC] ) OFERK &t

l%»J?%H/MW%W%@%
ol HVRAET, 22 E
=

BAEMTEM (Va— "2y
SN L THROHR IR E *
~) DOFERR & 1Rt

] B 3 [F) 25 10/ T AR R e 4
s EER eV
=Lk

- 11 -




	医薬品リスク管理計画書（RMP）の概要
	医薬品リスク管理計画書
	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


