B IRRREEE T 579 F > LC16 TKMB]
[CRABAERER) R EEES

AERICERHESNBERICESIENRVRABRIIOVTOEREKMACFO
DO ZABKASHRICHYFEY ., AZHEROBEFERICFATHLUNOEFBH
[CABMZFRAT S LETEEFEA,

KMNLAODH A%kRAE#t



H ISR F 9 U 7 F 2 LC16 TKMB] 12425
EEMLY A7 EHEHBEE (RMP) OHE

ZEEHlaRE RS = 5 U 7 F 2 LC16 RO F=T UL R
AR iiﬁn e WAy @mm@%)
KGR BEE KM/ A A Py ZkkAatt P bk 876313
#/HEAR BFT7HET A5 H
1.1. BEMERETFR
[EERFEINZY 27 ] [EEREENY R 7] (BB ER]
JWwiA, BWETVWiA HFE 72 BB REAR 2L

vavl,  TF74TF—

B S (AT . K

1.2. HZMHEICET 2 RFFE

mL

| ERICES S Z2WER D7 D DOTES)

| ERRIZES Y R B/MED T2 DIES)

2. EERLLZEMERFEOBME

4. U 27 B/MUEE OB E

BHEOERMZEMETESD BEDV R 7 H/METES)
EMOERGZEEERTES BN Y 27 /MEES
mL EEREAEF A 18] B GEIEH T A K) O

3. AREICER %R - RABROFE OBE

Bk & FRAE, BRI R B (LR e s

mL

JoFH U7 F L LCL6 [KMB] iS5

FHEHONAEIZRMP OALT IR T S0,

3L XD ZFE~) DIER & Rt




EEm) Ry EEFEE

4 KMAA Fa v 7 2AEH
&h B OEEE
KR AH A H 198048 H 7 H 3 oy HA 876313
A M — A R EF 15500EZZ00960000
[ Bt A= H 198048 H 7 H
R % 4 RS 9 U 7 F L LC16 [KMBJ
H % L T F=F7 4L A (LC16mS )
AFNT ., HERELEN 2 BT OWH 20vol% 27 Y & U o INESR I AK) 0.5mL
&'k OHl B THIET DA TH Y . 0.5mL TR DS Z e AT H1EHAITH 5,
U F=7 74/ A (LC16m8 ¥E) 2.5x107 PFU LL I
PR T O B AFN 2 TATOBEA] 20vol% 7'V & U ES AK) 0.5mL CIHE L.
B, “XEHEHWEZREC XY REICERT 5,
ZHHE 13 %h B JBE 9 MO ARy 7 ZADF
7 S e EEGL Y A7 EHEE AR ED b, @WUNCEGTDHZ &,
i &




I5 5 D JE R

AiEFEH A
202545 H 21 H

IR TN O

BN EENZ SRR [REEMEREREZ > V27 T2 LC16 [IZL D= AR v 7 ARIE
TN R A KT D AR A v i alih Coriil « R BlLRYYE X OV T AR BOR HEEMF T 3E) | O
HIBR

R

EBORBRRE AT L, BN EEREAMEEREBIC OV CTORE LA, ARO%E
SRR T BT S = & AR L1272,




1

1.1

EERYRYEHFAEDOHE
REMEREEE

HBERFESNIZY A7

TVt BWETVWILA

EHEpESNTZY A7 & LIZHH

AFITORNZIIT D 268 4 OBFEZ x4 & LI HEGETFAE CTIXERO Ty
DA, AREITONRITET 28 5 T4 O E RIS E U= 49 FEREMIEIZ LD
FEARIC BRI RE R 2 8122 L 2 72 10,578 B EVEIT WA 3 Bl ST b7z 2,
235 SRR

D) : AR—ERS : MR FmAG T 5 U U F o 0Rett, Aok OVEFEMIZET S

WHZE SRR 22 FEEERER - S TAMFEERE R, 35-38, ARk 22 AR
2)  IWHIERD « FAERFRIZE, BRKE 7 A VR 3(3), 53-63, 1975

B3 S 2 B RTE B O NS e OV DBRIRPRA
[M%]
« Tl OE G eV AR TS E)

(GES/NENEED
FEBHEIIARRED, HER TICEO T WA, BWET VAR OE DR #EES %
AL, BERPBD NGBS ERET T 2720,

U A7 e/ MEISBI ONE L OV OFRIRELH
[H%]
CEEOV A7 /MEEE E LT, BEIRXO 9. BEOYREATLHICET HIE
Bl M1 BERARRIISOER Y 7 F o BEfaE %D AN~DH A FICi#E LTk
BT 5,
< BMO U A7 MR E LT, LR &2 FET 5,
1. EFEGEFEF W EM OIER & $2it
2. WEBERER AT M OERL & R

(GESHNEAEED
EIRIE SR MRS (o LRESRICIE IR it L IEME 2 e S d K5 BifR A3 7
y)o

HEREAERN Y 27

HFE R BEREIR

EEAREENY A7 & LIZFH -

A E ORFERD DN D EEREFERE LTT LA —MREER 1 #l, 24
BE 1 BIZIEE L TV 5D, BERKEIERICOWTAFICB T ABESNIZY 27 &4
HITIHEEA B LN TWARW D, BEEREERY 27 & L,

238 S 22 MBS B O N S OV ORIRPE A
(M%)
* Tl O GhL eVEEAR TS )

(4R ]
FEBUREEIIARAZZ, AR FICB W THEEBEREFER L L OBMEFZLZINE L,
REDFED DN HE TS a2 7290,




U 27 F/MUIEBI O NE e OV OFRIRELH
[NAE]
CEEOV AT FAMEIEENE LT, EAIRXOMN1.2 ZOMOEIK)IG) DEENT 7 F
VR AT D ANASD T A RICFREHE L CHEERET 5,
< BMOY A7 gMEIEENE LT, LT &2 FEET 5,
1. EFEGEFF W EM OIER & $2 it
2. WEBERER AT M OIERK & fR

(GES/NENEED
ERACFH | PR (O LIERICEB R BUFERDO ) 27 Wb 5 Z & afFHiefit L,
WEIEMEH S 72 S D & 9 Bifga e 472,

v a

I TT T4 THR—

EIENEER Y A7 L LT-FH -
AHFNITHAE LR EIL2WVN, AFNTFIRICHEEKT 2T TF 285/ L TWHT280,
BIFUERMAOERICLD, vayr, TF7 40 7% — (FEWE, HRKNE, O
IRTRIE, MREEVEAIESE) DN obhi Lt OWREND D729,

B3 S 2 MR RTE B O NS e OV DBIRPR A
[ME]
« Tl O E G eV AR TS E)

[E4R PR )
REBEIIRALER FHERBTICBW Y ay 7 T 74 7F 0 —KORNFOREE
GAIVEE L. FREPRD SN HASITIS 2 a5 7290,

U A7 e/ MEIEBI DN L OV OFRIRELH
[HN7E]
EEDOY AT HMEIEENE LT, BRSO 18, EEARIEARNEE]. 9. FFEDOY
REATLHHEICET HEE], 1.1 ERRRIKIS OEE Y 7 F o EfET 5 A
DB A RIZFodH L CHEEMEE 3 5,
< BMOU A7 MR E LT, LR &2 FET 5,
1. EEGEFEFWITEM OIER & $2it
2. WEBERERE AT M OERK & R

[P )
ERNEE S IS LRI a v  TT 74 T9F =DV R INHDHI %
IRt U, WIEEHN R &N 5 L 5 B2,

=

HZ

e (RPTVEERE) . AKHEHE

EIENEER Y A7 L LT-FH -

AFNC XD AZFHFE (RPrEsEfE) 1 fInHE I Ty, ERIIBBTHLI L DD,
ARFIEFEL BT D ATREME RS E TE 72Tz,

AOPARHRIEL, AFITHRAE LIHREFITR2 0N, M B W T, ARl 3R 2307 5=7
TANARERNTCAED 7 F o R BE%IC, U7 F U ) O IR E ~
DI F L TANADKFARTEDRHRE SN TND T2,

B3R L AVEEEHIS B O N L O OFRIRBEH -
[M%A]
* 8 D AR e R B )

(GES7E ez |
FEHEIIARBATIZN, AR T IV T AR (RETIEED) | AR L Z D

BEFS2IE L, BENRD SNEHEIEIXIEZ MR 57290,

4



U A7 e/ MEIREI O N &L OV OFRIRELH
[NAE]
CBEOU R F/MEEENE LT, BTIRLONS. ZOMOER ) DEKL T 7 F 8
Pz T D AN~DHA RIZicdH L CEEMRET D,
< BMOY 27 gMEIEENE LT, LT E2FEET 5,
1. EFNEEE T EM OERR & it
2. WEBERER AT EM OERK & fR Ik

(GESHNENEED

ERRUEH A, WA kT USRS B 5l (RPTIEERE) . KDY 27835 %
ZlzlEmaRtt L, SIEEHS R END & O B E 9720,

BB

AV

1.2 AHHEICET HREHEIE

BV




2 EERTEMERTEOHNE

R O AR L2 N E R AR )

P8 22 EVERGATE B O -
JE SCHK - PR AE RN OSME R E RS 5 OUE « fEG - 0TI 250 SRR OBE (&
7

BN 3R i 2z PE R AR )

3 AMMEICEHT SHE - ABROFEOME

ML



4

) R s/MEETEIDBE

WE DY A7 F/METEHE)

S
%@E

DU AT Fg/MEIEEY OBEE -
TR, U7 FUEEZ T D AN~DHA NI L DIEFHRIEH

SENIORINZZE 5 ZIN G )

ER5S

WEFH T EM GEEMEHTA R) Ok L it

[ 22t di]

Tt BTV A L, BEERKREIER, v a v s T T4 Tx— AEEM (R
ATEERR) . KRR

[H]

EFENEFH T L, AR (T X2 L7l oFEEFHEA R 2 b
Wk, AAOBEREREHNETD, £, ARBEREEZOFEFHE GBRELTO
FE IR & kHL5) RCRIBOSIZE T 2B ME A2t d 5 Z LI L0 | RAIOF| G % F
RIZBISCHE LITEEB(LZ S Z L2 BMIC, R E21T 9,

[ BR 722 051]

AFNOIAFREZ MR 23 EFRNEFF I TEM 214, T 5,

(88 & 725 P& D]

RUIEARFE AR IE A H KR (m LRy 7 ZDOTHOMEEERM) %, 1 F5% BiRlC
D ER 2 Ratd 5,

ez

FRE TG GRS 9 U 7 F 2 LC16 [KMB] ZHfE S5 & 20 Z%
DIERL & HE Ak

[t 9]

T, BWEIT WA, EEREEER, Y a v T 7 4 7% —, HEHER (R
FTPEREfE) | KGR

[B#]

PEBARER TR LT, AFIERES OB FE B E L TOREER & xHsE) LlsG
BT DI HRELRMT 2 2 LI h D . AFORIGZ RRICBE <H L < ITEE %
i<z & & B, MRt E1T 9,

[ AR 72 0515]

AFI DO AREIZ MR D EFRMEFE PRSI &M OTE ] (BEEE ~ DR L 2
fit) A AKIEHT 5,

(8B & 722 T E DR

RGN B AR I — AT AR (AR v 7 2O TREOREERMN) %, 1 FE%2 BRI
LS TARE =S i h B




5 EEXERTEMEGIE. AMECET IHE - RBROFERVY R &/IMEEE

51 EERREMERIBEO—F

0 DR 22 AV EREATE B
RIS, SCHR « AN O EHE RS DU - HEZR - DTS RS e omE (&
OVFEAT)
BN O [ 38 5 722 A VEREARE B
BMOERLZEE | 8B ERERE | BB LD R WEED
RS AT B D4 FR /" BAEIE B %K F & D YER T € H
MIREZRE (AR | %4ET BLEIREARE | KT YRR 72
v 7 ADT ) FIH—HAEH (2023 4£ 3
AR (AR A )
v 7 ADFBh
DZEhEEBIN)
N5 6 A%
LIRSS 2 O U | 5,000 4 RISRERAFR | KT VERRE 7~
JF L LCI6IC L BT D 3 M H% (2025 4F 6
DRy 7 AFERET %) Heth)
RAEMRGTT 2 EIEAL
PRigEER Gl - F i
JEYIE K ONF B FREC
RHEERTSC 9 35)

52 AMEICET IRE - ABROHEN—F

itz L



53 YARYBR/MLEEO—E

WE DY A7 K/ METEE)

FBTIRL. U F oA 2T HA~DHA RIC LB EREt

BN Y 27 f/AMETEE)

BIND Y A7 Fre/MEIES) fiH LD

D& TR I FRHERDL

B I FE AR SR I — A B K
B AR 7 ZADTFEEOR | T
REIBIN) D 6 Ak

AR E 7% A X D Wit
(AR 7 ADTP)

BUE T KRB I — AL BEUK
ERIEEA AT EM ELEEN | 88 (=AW v 7 2O TR 0%

HAR) DU & R S %, 1 EmE BRI | e
DT & AT 5

W A (NS | S R I A T K

TEF I U 7F L LCI6IKMB] | 38 (AR v 7 ZADFRFDO% e pii

EEMIND T EXOITFEE | BB &, 1 FEE HiR
~) DR &l koL DA & RS9 %




	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


