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EEGL U A 7 FEEHE AR E O B, WUNCET S Z &,
D H{EMKRE~E 7 8 U RIEIC T A I
1. REIOE G0, BIEMEERA~E 7 1 BV RIEOBZEN, 1RIC
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i A FICFCH L CHEEYE T 2,

(4R ]
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infusion reaction

HERREINTZY AT & LB

AR AT 7 1 B U RIE K OFF RIS M PR g e e 2 e 5 & L2 [ EN K
A O g R FRBRIZ 31T % B JE O infusion reaction OFEEMEE L, 0.3% (1/302 #1)
Tholed, T BRBETITME SN oT,

SR ERE I EERSE (RN Zxtgi s L7-BR Tld, infusion reaction 73 AHl
HED 8.1% (10/123 f5l) 1T LAV, EELRFLIT L kb E<HESNTF
GUIEABZ DR Ch o7z, — )7, 7 7 B REETIL3.2% (2/63 1)) 1T infusion reaction
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BEOY A7 BE/AMEIEE E L CEFHRLO [ERZRWER] O KO A EEK L
HA RICEHE L CHEEiET 5,
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FEHEART - BN O PR AR T &[RRI/ R O FH AR RS feS vl RE 70 ] A 5%
E L7

B « EHEHIFEIN T RIEEZR R R IBLE S rIRE 2 IR & 3% 8 L7z
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B BT 0, MBI G, U A7 i/ MERHIIO F 72 258 L3 L HIl S 5 55
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BITERL. SCHK - 22, SME R EVERTERTIF OIUE - #ERE - ST I2 3D < L e iR 2 e

W

ERE
EMOEEMREMERTE

EMOEEMRREN | 88 &G HEH BB &GS T HEED
EREBDORM B BRIERIZ FE DEFH ERLFEH
miRE&RE (&F | %SET HREBAFR NS | T TERRFE 2 (2018 47
RIRIEM I E  (hk 6 » H 1% 8 Jeth)
N))
miRE&RE (&F | %SET HREBAFR NS | T TERRFE 2+ (2024 47
RIREM I E () 6 5 H# 3 Ag)
1))
o 7 i FH R A E=na weEMEmE | KT TERRFE 2+ (2020 £
(R ~T 7 53 7 H 15 Hi&H)
B RIE) AR T HF
o 7 Ao FH A A Ena weEME®mE | KT TERRFE 2+ (2019 47
(BRI i 1 PR 7 53 10 3 9 H&H)
) AR T HF
o 7 A FH A A EHEF] (K et s | FEE AR T IRF D fie &
(EHPUHGERTES] | 200 Hi) i O T A
JiE) AR T I I
o 7 i FH AR A el e s | FEE AR T IRF D fie &
(B e 7% 77 8 % 53 O T R A
AT T LE FALRE T IF I
%)
R E P A A A ESEA] M E s | FEhE AR 7142 6 2 J
(g By R EEIE A ) 53 LI
iE (VINR)) AR T IF




5. 2 AMMEICETLHHAE - AROFHEO—E

AMEICEAYT AT - | 8B &R HERH B LGS T WEED
ER DA FR 7 BIRESIE FE DA ERFER
MY L
5. 3 YRIVRMLEEO—E
BEDYRY&IMEES
BAFISCR OBE M EIES T A NI XD gt
BMD YR &IMEES
. . . B &S s
EBMD YR &IMEEBDLTH DB E MR 5
MREZGRAE (S REEGHE ) | AGRIGRND 6 » A% T
fE (BN)) 12 X 2 E gt
MREZR A (SR EEGHE ) | AGRBUSRND 6 » A T
JE (UNR)) 2 X BBt
ERIEFE T EM OVERL & 1l | TREAMAER TR, et imEE | Eid
TRHRE, A ARy
BT M OIERL & 1R TIREZ AR TR, ZattEfwsE | et

TR, PR A REIE




	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




