SAL7vk MIBG-1131 #&X(2% 5
EEMIRVEEEEE

PDR 77—<#4 X<t



CallAR = 2)

SA7 v h MIBG-I131 #1EI1242 5
EIRMLY A7 EHEEE (RMP) OE

HR5E4 547 v b MIBG-1131 #HE BRRSY 3-3— KRRV AT T =V ()
B IR TS PDR 7 7 —~ ke it et 874291
EHEA R G749 A 25 H

1.1. ZEMRFEE

[EERRFEShZY R7] [EERBENY 2 7] [(EELARRER]
eanieilhil CIRPEE R %47 L
HLIR BB REAR T E

1.2. HzMEICEE T 25T

AN

| EFRIZE S REMEHR D= DIEE)

| ERICE SV R B/MED T DIES)

2. ERMZEMERE OBE

4. U R 7 J/MERHE OBEE

B O E KL eSS

BEDY R 7 H/MUIES)

BN EIR L TS

BAND Y R 7 fr/METEE)

— i A A A (RfE )

PEPROE S 0] A DERR & $R

3. AOHEICEE T A - RBROFTEOHE

A AT EM OB & $2 Ak

FALAD

BIHEHB ORNEITZRMP OA LT IRERT S0,




GollARER L 1)
EEML) X7 EHFTEE

o4 PDR 77—~ At

i
E m
il
i
I

2021 429 H 27 H I 4 | 874291

D10
BEZEZH M| @2025 49 A 19 H~2031 | &%
9 H 26 H(ODFREHIRH)

%
B
ao

30300AMX00452000

B B A4

%ll

202149 A 27 H

E5| H
i3 % | 747 v k MIBG-1131 #1E

el

H % R @|3-3—Fvonrr7=vr (B

1354 7L (5.0mL) iz 3-3— KR VA7 7 =vr (%) 1.85 GBq ()

e N 2
ERECAY | L n atrr 5 kb o A

i, BRAICIZ 3-3— FR_Rov DA77 =0 (B) & LT 1A 555~74
GBq % 1 B2 CTHREEFHET 5,
@i, 3-3— RPNy 7 =2 (Bl) & LT 1 [H 296~666 MBg/ke
Z 1~4 FF 20 TR ERET D,

MERCHE

(ODMIBG £ B OB B YR E RS OMRE - RTH 7 ) 4 —=

MR | o)\ 1BG SR b 00 1 58 30

<zhaE I id >

1 EH Y A7 Bl 2 RED b, WEUNCEET D2 L,

<MIBGHE G DI IR N Ge 7o te Al afiE - ST W 7 ) A —~>

2. N TORBIEFI A BD TROITWD Z &b, WEkTER, —EHK
DIEFNFR D T — 2 DRSNS £ TORMIE, IES] 2 6 G2 Rl
AEZFERT DI LICLY, AAIOEHEEOE ZERZILEST D L L
HiZ, RAOLEEROCHEIEICET 57 — 2 2 RHICE L, AFlD
WIER IS L E R EZE LD 2 &,

A B &N

2022 43 A 28 HICE L7 A VA EIHELFEHEASAHE LS5 PDR 7 7 — <8k
At~ BEE IR T AGR D M S 7=,

2025 49 A 19 HIZ TMIBG EREGTEDO IR EEIE | DO RhEE XIFzh R 2 B0
T HAREH - IAE AR EREG L,




EEDOBRE

AIEIEH A
2024 £ 2 H 29 H

ERERANEOWE .

1. ZhRE T R DZEH

2. WRAER (EREMUEEZFMTEM (747 v FMIBG-II31FE %2 1IE I 2 AW 7272<
72 912)) 1T D RIEE TR R DA T E X O

3. IRTER (BREMTEM (T4 7 v FMIBGIC X 21522 1 2R FEEOBE S A
& THKBEDTT~)) DFTBERL

4. TIRFM3CE) of#Ey EPIRST) ICEE (BREER)

EHEHER .
1.~3. ARFEH L EAE GhEIIEDEMN) D=
4, FLECEE R D 72




1.
1.1

EELR)R7EEFEOHRE
REMRHER

BERBESNL) R7

‘BBl

1.

BEREEINZI R L L-#HA

ARFNT IS HEEFR G TH Y, I - O T THMI RPN AR ENIRTH D
BB BIRSZME D @ N T2, TR BRR IS L 2 BB N RS S D, £,
B EMINE - T 7 ) =~ OBBOFREAITE TH D2, KHIHR
HIRAICERTD 2 L THMOMRN L 22 Y A7 bRES D,

AR - NTH T ) A=~ g e LI FEWNE I MERRER (16 ) I

BT, KEEORFEREFGD BEH Y | LHE SN F RGN BhEST 26 5%
FHEE, U U SEREIE (13 61, 81.3%) , if/RCERED (10 B, 62.5%) , [l
BB (7 B, 43.8%) , WFHEREGED 4 B, 25.0%) Thol, ZDHH, &E
JEFE N Grade 3 PL B & HE ST DiX, U > REREI (Grade 3 23 5 4, 31.3%)
ThoT,

WA EFE L@ A GEAYE v4.0 HARGERR JCOG UICHE L T 5 BB (Grade 1~5) T
I E

EHE - NTH T A=~ E 5t G e LR EER B BIRAFE (20 #) (2
BWT, £a—2 (BHEKEGZE) TROLNZNEBRBRAGETER2NVD
D WIEARE &l S 7o B RSN B 2 5 FEFE L, /MR (15 41,
75.0%) , U U NERBOgEAD (13 B, 65.0%) , HMEREEAD (10 fil, 50.0%) , &
(9%, 45.0%) , &FHEREED (8 B, 40.0%) ThHhoTo, TDHH, HIELX
T Grade 3 L L& HIEENT=DIE, U BRI (Grade 3 23 10 %, 50.0%) ,
FI L BR A (Grade 3 23 4 5], 20.0%) , I/ K OV ER B D (Grade
304 1, 5.0%) Tdh-oi,

XA EFLIEHAGELYE v4.0 B ARGER JCOG il a AWV T 5 B¢ (Grade 1~5) T
i

WA BN T, BU-MIBG I X D& PR % ICHE XX Grade 3 LA L OFH#EHD
HINBE LI OWRENDH D,

1) Mukherjee JJ,et al:Clin Endocrinol (Oxf).2001;55:47-60

2) Gedik GK,et al:Eur J Nucl Med Mol Imaging.2008;35:725-733

3) Loh KC,et al:J Endocrinol Invest.1997;20:648-658

PLEOEBIZEY, EERFEINTY ATITHE LT,




EXLZEMERFESONERZORRER :
[H%]
A O EIE G2 VRS )
- BN O E K G2 AV EE AT B
— A TR (2AIFRAE) MIBG £S5 O IR U BR A BE 22 48 (A fl
JOfE - T A7) F—=)

[ ]
BUERGER O LR FICB T 2 FHH O IRI 2 HLIET D720,

U 27 B/MEIRBI O WA K NE OFRIRFER
[NE]

CEFEOY AT F/METEBNE LT, BAALSNIERMACECLT, BRSO
8EERAARMIEE] , NL1IERREWEN] OHEEXOCBEREREL T A R
ICREH L CHEEME T S,

S BMOY AT EAMETEEIE LT, LT 2HET D,

EIRIEFE T EM (747 v b MIBG-1131 §FEZ2 @ IEIC SR W72 7=
DIZ) DIERL & TR

BEMITEM (A7 >~ N MIBGIZXDIREEZZITDEBFEIAETFEKEON
~, 747 v FMIBG IZ X 51RELZ T HMRFEBEOBRESIAL ZEED )

~) OfFRK & et

(4R P ]
BRSO F A S OV o6 L RIS B9 2 TR RS 247V, A O IE 4 ] e O

LZEVEOMREZ BRY & LR £217 9 7290,




HEREEND 27

TR A R

EERBENY A7 L LHEA :

1. BEFREZOBMOEERSLE L &M U 3 kRO IRVEEMEREE O Y
2 PEEIND,

2. BEMENE - XTIV A —~ x5 L LEENE I FEERFER (16 #1) &
DSEiEER B BRRATZE (20 ) 128 W T, RBRIGIEK T I IE% 24 @ TH
ERELAIE LN, TRMEEEESICEET I EEFROBIIT 2o T,

3. ANV T BU-MIBG 12 £ 2 B2 E SR S E 50 M B s 23 J B L
TEWVWOIWMEND LN, AFlOEEERLV bEHEOLETHY, HEIXARHT
»H5,

UEXY, KA L DEEFIRFEICENT, ZREEEESEORBLIREN TH S
B, BEFRREOHHIOFEREZ L L THESND Z & KOHKRRERS TILE
WM E -T2 2 & il E 2, EERQBENY X7 ITRE LT,

EEMZLHEERBFHONER L OBRER !

[M%]
- OE R AL eV B
(4R P ]

TRPEEMEES O S BB IR <, 2o, BEFERFRREHHR TORBITE 2L
WZ END, EHE OERMZ VRS, FICSCEES IS X0 ERNS oM R %

INET B0,
U R 7 B/MEIEBI O AR K OZ OFERER :
[NE]

CEE O AT F/AMEIEB E LT, BRSO T15.1 BRI HIC S < fE
OIFEIZFHE L CTHEEMET 5,

B U AT FoMETEENE LT, LN EFERT D,
ERMNEFEEMTEM (947 v b MIBG-1131 #7EZ 8 1B AW 72< 72
DIZ) DAERL & fE it
BEMBITEM (47 v b MIBGIZ K D1RBEEZITLBEIAL ZFZEDT
~, A7 v F MIBG IZ L 51RELEZ T HMRFEORESAL ZHEEDT
~) OERL & fEfit

(SR ]
EEIRAE A e OV o6 U R PEEERE S 12 B3 2 TR Wk 24T\, ARH 0 3 1A
MRzt ofkz A E LIIESIEMEZ1T 5 720,




HEREEND 27

R IR B BEAR T AE

HEQBENY 27 L LHEA

1 AHIEB %, BEEEL 72 PTOAHRBICER L, FRBROERRENE KT S5 2
ST R REIR MEDO RN RE SN D,

2. tetafifalE - XTI BTV A —~Ex R L L EWNE I FEEREER (16 #) &
OSEEEFR B ERIRATIE (20 B) (2B T, HURBBEREIR TIEICBIE I 5 A F 4
GEORBLUL IR o T2,

3.0 WAMNCEBWT, BRI ey 7o B Ta — RAIZIRA L7254 T8 BI-MIBG
B 51 10.7~20.0% D B IZHURIRBERER TIEDS B L 12 L OWEDR H D,

1) Shapiro B, et al:J Nucl Biol Med. 1991;35:269-276
2) Rutherford MA, et al:QJM.2015;108:361-368
3) Shilkrut M, et al:Am J Clin Oncol.2010;33:79-82

U EDBHICE Y, AEEG%, BEEE L7 P& 5 RIRIRERE IR TIERH O KA
BdHHZ e, RRAOENEBEKRRBR TCORBITRD AR oT2b DD, fEAMZE W
Ta— FRIOFTIR G Z1T - 723846 T BIU-MIBG # 5% — & O EIH O BE I PRI
MK TENRBO ONZEOWMENRNS D Z L a2ME x, EEREENY A7 ITHE

L7,
ERLLZEMERFESONERNZFORIRER
[NE]

IR O [E R 2 A R AR TS

- BN O [E R A A R AR TS
— WAt R AT (A5 F ) (MIBG £ B BG M o 169 B BR A BE 72 18 £2 4
Bl - T H 7 ) F—)

[P ]
BUEMR T % O ER TSR 5 FUIRERE IR TIE O R BRI 2 BT 5720,




U 27 B/IMEIREIO WA K ONE ORIRER .
[NE]

S EEOY AT E/MEIEB E LT, BELIRXO T HELOCHREICEET 5 7E
Bl T2 Z2oorpfEH] OB EOEEMITERLT A FNIZRERL THER
W3 %,

BN Y AT FoMETEENE LT, LN EFET D,

EREEL BT EM (547 » k MIBG-1131 $#E 2 1E 12 DW= 72<K 72
DIT) OERL & ik
BEMTEM (747 v MIBGIZ X DR EZ T HBEIALE ZFZEDOK
~, AT v F MIBGIZ L DIEREZ T HDMEFEEOBRE SAL ZFEDH
~) OERK & ffit
(B4R EE e ]
e EH K OVEFE TR U IR IRFEREAR TEIC BT 2 B 217\, AA 0w E
R EOE2EOMRE B E LI HRRME 2175 729,




HELARER

ALY




1.2 EHHEICEHIT IREAEE
ALY



2. ERGREMERHEOHSE

B OERMEEMERED

B OERS L LB RESORE ;
BITE B 9835, SOk - 2 20 R OS5 O - R - Y HFIC 65 < %2y
HOMA K O EAT

BINOER MR &GRS

— e AR A (2FIFRA) MIBG £ G OIB Y R A te i flafE - N7 7Y
T—=)

(ErEX R TR )
* i BEHN
- FORIRBE BEAR T E

[H]

BRI E S &AL LT, BHEEBTICRY 2 LetS e, BTo
FHEZLET D,

- B R O FE BRI

- FOIR B AR BE AR T E D FE BRI

(€St

FA T EWIM 0 2022 4 1 A 18 H~7KGREMMER A (2029 /- 5 A fLiAA) (7 4
54 H°)

BRI - 2022451 H 18 H~2024 43 H 31 BURE, SAEERINET T 5
FT QRE3IBH)

BRFERRAA H (2022451 A 18 H) 7205 2023 4= 10 A 31 H £ TIZAKI O #IA 5 %

Bl kh U 72 fiE 5] & A SRR 5 & 9%

2024 43 A 31 HZ& b o TEFBREGMME (RN EG S NIoBEH OB ek %%

TT 50, REMNOFHAEZENH 5 EREBEIC OV TEFIEZERINAE T T 5 E T

MELIEBI O 2 [8] B DL O B 52 B3 2 IE B B gk & ke 3 5.,

kB, B REOBLED LB A% S LE L S e 5a1TiE, 2023

11 A 1 BEARBRIZARAIOYEIE S 2Bt L2 BE b FHEZORINR E T 5,

XGEHE - ARH DB ST e EG]
(R O FE I BT 2 FARERE AT ARF DN R 5 SN EFA b IR ET D)
HARE BIEL « ZRMEMATRIGIER & LT 70 6] (D72 &b 1| MOARF DR %%
(F 7= MIBG SRS E OB OIR AN GE R AR « T T 7 U A —~ DEE)
ek AR ) R
B - ARIWIEIR G BB EAEERGERD3 » A% ET

[ SEh 5t o R
HARE G5

10




EWNE I FEERRBRICB W T, FREISNIC BT 2 BIEH O BEI 51X 87.5%
(14/16 #5)) T&H vV, MedDRA/IPT B TORBEIAIX, U o SEREJD 81.3% (13/16
By , M REED 62.5% (10/16 1), H M EREIR A 43.8% (7/16 i) , 4F FEREL
A 25.0% (4/16 ) ThH o7, F7o, EPNE I FHERRER &K e EER B BIR
WEFEIZ BT, HURREEEEIR TRE O RIE TR O b o7,

BREPHNICBEE T 2 RIEH OBBLEIS %2 85% L {iE L7445, Clopper-Pearson
B K 2 95%(E FEH X [ O FAEIE 10%, 71 80%LL EDOfERCTRINT 579
IC B SE BT 66 Bl TH D Z L0, EREMENICBE T 2 RIEH ORBBEIS
BT D OIS BERFERI S E LT 70 Bl (MM SER] - i b1
Bl D ARFN D G- % 52 1F 7= MIBG ARG O IR UIBR AN RE 72 18 f i fu g - ~Z 7
7V A —<OHBF) ERELT,

Fo, PR NECREES 2REH ORBESITAI TH 555, FHEE
B S%ERE LTESGA, 95%LL EOMERT 1 HILL BT 2 72 O I B 2R E B
XS9BITHDZ D, RETEIEAEZ 7061352 L2k, RRIRHGE
RTEOHBEFEOMBEZRFT T L ENAIETHD EE X,

BLEZHIM -

E PN T AHERRRERIC B W T, BREMAENICREE S 2 A EFS (U o EREH
Dy REAY, A ERER D, AT EREORA) BNEBLT S FTo BT, K
Flie 5-1% 45 HLANS 90% UL |, RBELE TO HED &b EVWIEHIEL 83 HT
bolo, Fiz, EWNE KRR &K Ve ER B BRI I W) THOR R
AR FIAEDORIER TR O S T 772 8 FUR RS AE (X T E O 38 BLR 11X I e ©
220, Nk ROIRICxHT 2 UM O RIBEEOKE VLY, EEEa vE
2L DHRIBERE~DORBIIR G 1~2 s ATHEHND EB 2oz E0nh, B
ZHMZ TARAWIERER DO REERGHD3 » HHET) ERELE,

1) HABESSSFS B - fEZEPRES BIRIE R BREZES. B

Ma v RANHBIEICET T4 R7 42 (5B 6 hi). 2018 4

(& H & 72T E 0RO ORAL

[Hi H ok ]

ZAEVEE WA R, iR & IR

(AR ]

A E A R - RIS W CERIEN R R 21T 5 20,

AR RN« FREREMIRER D T2 DI i FE 2 ER - R T 5720,

[ Y% E S AP BE B O RS B I S W T EM SN D WREMED & 2 BN Hy &

J O O BR R O P E FE ]

HiH LRSS, UTORNFEZEGEOEERN Y A7 FHGFEED RELEIT O,
CBONTERREEE X, ERIMFDLE LT 55, itk se
PEES TR B) O EH =S 2 HEtd 5,
 BREH OV A7 F/AMEIEBEIO FLE L O M EMEEREFTT D,

11




3. AEHICETIRE - AROFEOME
B

12



4. VR m/MEFTEOBE

BEDY X7 &/AMETEE)

WEOY R R/AMETEBORE
B IRSCRBERERS T A FIZ L2 IRt

BIMDY R 7 F/AMEIEED

EFREFE BT EM (747 > b MIBG-T1131 §#E % 12 2 AW 7272< 729012) OFER
&t

(L eMEmarHE]
BREMNE], TRPEEMEES, RUR A EEIR T E

[HAY]
ARANOZEVERFTFHICET 2 B LHL M EoER ), FEWNERKRRRSEIC

BT 2 EIEH ORBRMN L OBIWERH O@EY) 7232 W « 18D 72 O & fE k5
5728,

|@ERVNESPAES)|
FIABFZ I MR S5t i L, BMoOEHZKET 5,
PMDA K — L=V K O ER— L= T 5,

(M H & 725 FREOHR, HHi Uik 5T 55 & 5R S 2 AT RN b 5 72 2 5]
2 A T R B OV 2 25 B L 72 A MM A T 5 2 AR PR 00 6 LA
BB BEOWR ZHRET D, ZOREND, VA7 H/IMEEHE OB 72 558k
DL LIS NDHE, XULH =% MR A IIE S BE O % 2
2B TR I R T & R BY R B AL 55T 1T O AT, B iR
DERHEOKET, BMOEH ERS 2R 5,

HiH O BRI, T R (SPIE) ORAC B I
R O 5

BEMITEM (A7 v PMIBGIZ L DIBEEZZ T HREIALELEZFED T~ 747 v b

MIBG |7 & % e & 213 2 MR SFIE O B3 S A & D 1 ~) OfER &

[ 4R ]

BB, T UMEEAEIES, PRI AR T

[H8Y]
BEICAKNC L A BEMIEE - ST H 7 ) F—~ L OB IEEOIEE, F
TEFRCIRHET - IBEBR OIS (BE~DOEE LORELEGT) [T 5 EHR AR
B35 7=,

[ B 72 5 15]
FIARFSEIZ MR S5 82 0, S L, EM O 2T 5,

13




PMDA K — L=V OB ER— L= B#H T 5,

[HiH &2 P EORH, FEhi L7 RICE ST ERIRS N D WREIENH D H R D4
]
LA TE W R M OV R A R AR R I e e MR RIS B 9 2 mIE o s HL
BEWTERDOHERB ZHET D, ZORMENS, U A7 R/AMEEHE O H 722 5501k
PR LI SN D S h, U2 2 Z EMERE RO BE O L MR HIH
CBWTHRICERE T RXRERNADRRD DNIGEIITEM OWGET, A TiE%
DFENEITIEDOWET, BIMOBEMAERSE 2 a3 2,
Hi B QR LM E WA R, —REHRGERA (2FRE) OR&REEE
FRRE K OVPE 85 A A Iy

14




5. ERRREUERFE, AWECETIHAE - HROMHERY) RV &/IME

STEO—%
51 EEXRREUHEHAFEHN—E
BEHOERLZEMEERED
BIEH B3 Wi, STk - 2B MM O EHEREG S OINVE - #ER - OiTIcik oS < 2%
R ORE R NFEAT
BIMOERKLZEEERED
BMoEERLZEM | #iBLR2ERMEK | HEERS —— WEED
EREBOLH /B AESE F & DB ERF & B
T W B 7% 7 A ML B 52 B 4R | 202247 H 17| 1ER#E (2022
6 # H1% H&T 4 8 A 18 H
e )
— B Aol P e ol A A 70 13 7k E W | FE I R B
(EXEEN) SR, AR R (2029 4
R R 4 HT7E)
52 AMHICHIIFAE - ZROFHEO—FE
AR/
53 YROUBRIMEHEO—E
BE DU R 7 B/AMLIEE)
BRI OVREF M EIK ST A R LD ERigdt
BID Y R 7 B/AMEIES)
BID Y R 7 B/MEIESh D4 B HHERDTEDORH E R
AR B A I & 21 R MFERRLE 6 » H 1% KT (2022 4F
8 H18 AfIT
ESyiE: i en
HI)
EWRNEEMITEM (747 v b MIBG- -ﬁéﬁﬁ%ﬁ%ﬁ | Ea
leﬁﬁ%ﬁﬁmiﬁ%wtﬁ<twm)'%fﬁﬁgﬁfﬁéﬁﬁﬁ
> H L 0)%/\:' = = R
DIERK & $2 ik S 2
BEBTEM (547 v F MIBG IZ L BiE |« ZEMEH#ER F WG
WAEZFBBES AL SFHEO S ~, T4 | - BRGS0
E— E gk &0 A =g >
7o | MIBG be k% e %) i | ) SIS
DEBE S AL DD ~) OFER L Rk e

15



	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




