L o e R EE200 me
L o e R EHES00 me
\TAR A EIREL Y R 7 PR3 mE

T —H A ST



Gk 2)

L v B R TEEE 200 mg/500 mg (26R D
EHEML Y X7 EHEHEE (RMP) OME

BR5E4 L v B R E 200 mg BRIRLGY L~ (GEAG - Z)
L7 VB TR EHES00 mg
RERTEES T —H A At DS bag| 87119
#HFEAR SF5HE12H 20 H
1.1. BEMERFEE
[EEREEIN) X 7] [EEREENY) X 7] [EELRREIER]
ARIA-E L PUREE S 0F B E C o H

ARIA-H (/b Hif, fiis~%
TV URAEAE, BMPN i)

RH#G

Infusion reaction

1.2. ARHEICBE T DA EE

L

| ERRICES S ZEWER DD DOTES)

| EFEICES Y 27 F/MED T2 DIEB)

2. EFmEZEE R E OB

4. U A7 s/MLETE OB

B OEEMZEEHRED BEDY R H/METEE)
BN EEmZEEHES BMDY R f/METEE)
TR ECS A TR EC A A

T e A (2B

AR 2 B A & U 7= B B 58 1% B R 5 BR
(BAN2401-G000-301)

R FEE T EM GEIE/EMA T A F) OFER
& Rft

B T B OVERR & 124

3. ARNMEIZET 3 5 RE - RBROFHE OBE

18 (EAH O R

L

FHH OWNEIL RMP ORI T IR T S0




CalAR G 1)

W

EFML Y R 7 BEEEE

a4 ==Y A RSt

ib H O
AKRRAEA H 2023 459 H 25 H Bl 87119
e 84 (202349 A 25 H~ e i D 30500AMX00272000
PR A ) 20314E9 A 24 H) TRRE @) 30500AMX00273000

[EIBRHEA= B 2023421 H6H

4, @O v RiEAE 200 mg
" @ LA o b AIEE 500 mg

CEID% VI x=7 (Bafffz)

£ L O D1 A TAFICL I x~T GBI THHZ) % 200 mg &4 5 IEHF
= @1 TARIC L RS EETEMZ) % 500 mg BT 5

; e | B, VAR~ (Binf#iz) & LT10 mg/kg &, 2 I 1], K1
JHEROIE | on’s 5o i 2,

BIRESUTIRIR | TV A == K D BRI M O OB JIAE DHE T4

(HEFEL Y 27 EHEFIHEAZRED b, MUNCFEmMT 52 &,
Q)ELERTER, —EROERIIRDL T — 2 BEM IS £ TOMIL, £
e Sd FEB) 2 3t B R ARETR A 2 T 5 Z Lic k0, AFOEHEBEED
BWREREET D L LB, RAOREMEROHEEICET 57—
X% BHNCINEE L, ARFOmEEMS I LB EEEZ#E DL L,

ik




5T D g R

GOICIE7=3an] =
2023412 H 15 A

IEF N O

1. 15 EIEGZEMEESGE, GoECET 20 - SBROFHE L N R 7 F/IMEERHE O —% |
2B\, TTHIREZHAE), [EARRMEEZ BRYE L&k ARHER (BAN2401-G000-
301) |, TEEEFERTEM GEESFHTA R) OERERML), TREmITEM OVER &2
fit), TEIERE FHOMER) OEMIRILZ T8 (B8 H)

2. TRpEfi ARG AR A ZE ) (AR OEIE (B2 5H)

AP
1. SEhEiR A& 5T
2. [FBETS =] BEEE « A OHESE O L




1. BEER) RV EEHEOBME
11 ReHRFEER

HBERFFESNIZY A7

ARIA-E

BELBEINTZY A7 & L2EA -

[E B IL[R 25 3 AHEABR D Core Study (301 3R Core) (ZHWNT, 7 I v NBHHTH
W iE B HERATE (ARIA-E) OFEFSRIBBRIT, 778 R 1.7% (15 41/897
) (TR L, AFIFETIE 12.6% (113 41/898 i) T -7,

AHIREC I T D APOE4 EAn1IB D ARIA-E DA EFRBEHRIT, RNEHELMXy
U7 T326% (46 Bl/141 ) TH Y, ~T oMy U7 (10.9% : 52 $1/479 #i)
T vo%v U7 (54% : 1561278 ) OZFNZIUCHRTEN-T-, 77 B REE
(28T D APOE4 i {n 1A ARIA-E O EFGRERIL, FEEATS YV 7T
3.8% (SBI133HB)), ~TaEAMXY VT T1.9% (9647841 , /> Fx T T
0.3% (1%1/286 ) TH -7z,

ARFIEEC BT D B EIEFE KA D ARIA-E OF EFHLRIRIL, BEN 4.1% (37
51/898 f511), HEEEEN 7.3% (66 511/898 1) , EEEEAS 1.0% (9 1/898 fi]) T -7,
FETCIZE o 72 ARIA-E [T#E S do 7=,

MedDRA PT (BLF, PT) [7 3 o4 FRMmife g 20/ B Mg 2 HEit L

=3 L 2 MBS IE B O N S OV ORIRBEE

[H%]
- B OB LA VR AR TEE)
BINOERE L EMEEAEE & LT, DT 2T 5,

(DFFE H pE R A
Q)FEARMLA B & U= BERGEZ RS (BAN2401-G000-301)
[EINFEH ]

AFNOfEHFER TIZIH1T 5 ARIA-E OFBLEIE OHUE & OFEBLRF ORI I3 2 1F#H
I ATV RICIE AT 5720, B0 ER 22 EMEEARTESR & U CHR et ik
EREZFEET 5, T-EMORZEEERFTT 5701, HARRMEZ BAYE Lzl
IR iR 2 i3 5,

U A7 e/ MEIEBI DN L OV OEIRHEL
[NAE]
S EF DY AT o/ MEIEEN E L TCEFIRC o [ T2, THER OV &I
T HEE), [HEEQREANEE), TERREIER] KO IZooiEE) omE, i
BB MERL T A NI, &G540, BT LY EGRBRFOTEREIZ SN
TH#E L CEEmiL T 5,
BN U 2T FMEIEENE LT, LT EHET 5,
(DEREWEEETEM GEEMHERTA R) Ok, B
Q)EBE T EM DIERL, KA
(3)iE 1EfE FH O HfeRR
[EefR ]
(HEBEWEEETEM GEEMERTA R) OfERk, BiAi
FEREBRIZI51T D ARIA-E OFBURIUZ B3 2 15 & BRI FH 120 LI
AL, WIEMHZHET D 2 & T, BeEiiRT 5720,
Q)EBFE T EM OER, BAL
BE R OF O #EE S5 L ARIA-E ([ZBT 2R A IRt 5720,
(3)iE 1FfE FH DR
AAN O EMFEHZEEICT 5720, 72 A KPET, MRIZDOAAIRGIZHT-D
W7 A N OV BRZN S0 T RE 72 PRt a3 Y sX Rtk & a8LfE AT RE 72 [ fifh




RIZBWT, TAYNA ~—OIRRE, 2l 1BERICEET % 5 e Jnak b O ER
EHL, KFDOU AT FZONWTHAICER] - 3Ll T X 5 ERO T CAFIDMEH
ShD £ o, AAlOREELERT D,

AR

I

A-H (s, IR~ DT U RS E, PN Hi)

HERBEINZY A7 & LIZH#A

301 3Bk Core (ZFBWT, 7 I v A FEEMEG R — il (ARIA-H) OFFFZRIEE
RIL, 7T BHREE.0% (81 41/897 fil) 1Zxf L, AAIFETIL 17.3% (155 41/898 i) T
Hol,

AHIREC T D APOE4 BAn1HIB| D ARIA-H OF EFERLFBHRIT, ALy
U7 T39.0% (5561141 %) THY, ~T oMy U7 (14.0% : 67 $1/479 #1)
FO x0T (11.9% : 33 61278 #) OZNZNIRTEd-oTz, 77 vREE
(28T D APOE4 51RO ARIA-H O EFHGRERIL, FEEATS YV 7T
21.1% (28 f511/133 i), ~7T m#EARRIX v U 7 T 8.6% (41 Bl/478 K1) , /> Fx V7T
T4.2% (12 #1286 f5]) TH o7z,

ARFIEEC BT D B EAEFE S HER D ARIA-H OF EFHSRIRIL, BEMN 10.8% (97
51/898 f511), HEEEES 2.9% (26 511/898 1) , FEEEAS 3.6% (32 /898 f5l) TH o7z,
FETIZE - 72 ARIA-H (TG SN2 1=,

PT 17 2 v NESEE &R - E XN YT Y kg DM TN i) D) (98
NI TR THME~T DT Y VIEiE) 245 Lz,

[ 3R L 22 P B RTE B D NS M O ORI -
[NAE]
- JHE ORI VTG B
BN EERLEAMEESEE S LT, UTEEmT 5,
(e E B FH A A
Q)FAIFRMAL A By & U7 BE e BRI (BAN2401-G000-301)
(QESTALUEED |
AFN O HER TIZHBIT 5 ARIA-H OFHEIE OHUE LK OFEBLRFOIRBLUZBE T 5 H i
N ATV RITIE AT 5720, BINOERGZEMEEESR & U CREi Rk
R EZFEET 5, FERMOREMEERFTT 572012, EHRMZ B0 & LzihE
W% B R Bk 2 S35,

U A7 e/ MEIEBI O N L OV OEIRHELR
[NAE]
CEEOY A7 /MEIEE E L CEB RO TS, TE2 ), THIEROHEIZEE
THEE), [HEEQREANEE), TERREIER] KO TZ2ooiEE) omE, i
BB MERL T A NI, &G0, BEEHRTEOYELRBRFOTEREIZ OV
TH#E L CEEmiL I 5,
BN U AT FMETEENE LT, LN EHET 5,
(HEREWEEETEM GEEMERTA R) Ok, Bifi
Q)EBE T EM DIERL, KA
(3 1 FH O ffeRR
[EefREH ]
(DEREWEEETEM GEIEMERTA R) Ok, B
BEIRAREBR 123517 5 ARIA-H OFEHUR I BT A 1 & BRI 1ok L EICF
WML L, WIEM A 2HEET 5 2 LT, BeEMATEIET D720,
Q)EBFE T EM OER, BAR
BE R OF O #EE S5 L ARIA-H ([CBT AR A IR 5729,
(3)iE 1FfE FH DR
AAN O EMFEHZEEICT 5720, 72 A KPET, MRIZDOARABEI(ZHT-D
W2 FR A N OV BR 2N S0 T RE 72 PRt a3 Y sX Rtk & s AT RE 72 [ il




RIZBWT, TAYNA ~—OIRRE, 2l 1BERICEET % 5 e Jnak b O ER
AL, AFIDY X7 FEZHONTHIER - G T & 5 ERMO T TAHIDME
ShD & H, AAlOEEZERT D,

Infusion reaction

HERLBEINZY A7 & L2FAR -

301 7Bk Core |23\ T, Infusion reaction DHEFHLFEIRILI T T VR 7.2% (65 4
/897 B) 1ZxF L, AFIFETIL263% (236 #1/898 i) Tho7-, AKIREIZI T 5 HEIE
FE 58RI O Infusion reaction DA EFRFEELARIL, A 18.0% (162 51/898 #i1), H

RN 7.5% (67 1511/898 f51]) , =EEM 0.8% (7 4511/898 f5]) THh - 7T=,
PT [V ANCEE S ) TVERHCRE ) G 43t Lis.

3 L 2 MRS IE B O N S OV ORIRBEE

[H%]
- B OB LA VR AR TEE)
BINOERE ML EMEEAEE & LT, T 2EET 5,

(DFFEF H pE R A
Q)FEARMLA B & LB ER e % AR SR (BAN2401-G000-301)
[EIRNFEH ]

BRI 23 T2 < OGAITHEIORELTH Y, FIELE NP UL HE T b4
DY EZ 52 I WERTH L0, AFIOMFEHERE TICE T 5 5BLE SO
BICET A HRINEZITWEERRITIERT 5729, IBINOEELZ MG ) &

U CHREEM R A 2 F T 5, FTRMOZEMEERETT 27201, AR 2
Hig L U7 fE IR e iR & i3 2,

U 27 Fe/MEIEB DO INE L OV OEIRELH -

[N%]
CBE OV AT FMETEEY e U CE RO TERZEIER] oIE, WNCEEmE
WA NI, 51, BGHRP R OYZELRBBRFOFEEIZ DWW TR L TF
EMUE 5,

B YU 27 FMuiEEN L LT, BUFEFERT D,

(HEFEWEEEMTEM GEEFERTA R) OFERK, BiAh
Q)EE T EM O, B
(3)3 1EAE H DR

(SR ]

(HEFEWEEE T EM GEEFERTA R) OFERk, BiAh
BRIRFABRIZ 31T 5 Infusion reaction DFEBLIR DU BT 2 15 2 EERIEFE 1T LA
FIE R L, WEEHAHEET S 2 & C, BeMZHRT 5720,

Q)EE T EM O, B
B OV DI #4552 %t L Infusion reaction (2B 2 [ # & i E IR it9- 5 7=
LR

(3)3 1EAE H DR
AFN OB EME R 2 I T D720, FRIBBRFOXICZE D, REH~R—T A
Y EREUICEND LD, AFOWEEERT 5,

PR Y 27

AL

BRI

Pk SO B c ol A

BN EERE LPH

AFIOERAR RN T, JBESEIFHEE ~OEMIZET 2 L a0 BRI 501
BFoNTWRNWZ Enn, EEARRERE L THRE LT,

-
—




B S MR BN O N e OV DRIRPEH

[H%]
- I O BE A AT B
[GE R ]

T OEFE I Z MR ANEE 2t U TR BINEE T D 2 & T, AHI & gt 2 0f i &
NTOLEEICBT 2 ZEMEET DD,

U A7 e/ MEIEBI O N K OV OEIRHEL
[N7%]
CEE OV A7 MEIEE E L CE RO THAEER (BFHEE) ) oI, WOl
BEMEIRG T A RICRRE L CHEERET 5,
BN U 2T FMEIEENE LT, LT EET 5,
(DEFREEE T EM EEFERATA F) OVERK, BiAh
Q)EBF N EM OER, BAR
(QESTAGIEED |
I RMEEAEE 2/ L CIEREINET 5 & & big, BIERGERICRIT 2R BUK
DU U CH 70 2 B WA 2 it 5,

&=

&5

B ARER S L-BH
AHFNZ 18 » AU EHE LB OREVECETAIHEERNARE L TWD Z &b, HE
R EERE LTHRE LT,

=S S MR RE BN O NS e OV DORIRPEE

[HE]

- B OBERE LA VR AR TS

BN ERE G2 VR AEE) & LT, RREM AR A 2 S S,
[GE R ]

ARFNOEIFGRF D ARIA OIEFURPUZBE T D HRINEE 21T W RZ e RICIE 4 572
O, BN ER G VR AER) & U CRE A 2 i %,

U A7 B/ MEIEBENONR L OV ORI -

[H%]

L

[EeR B ]

BRI B W TR T RN EBEMENR T2 <, Fi2EE®N 5 o =B Ickatd
Do




1.2 AT HRAEER
e



2. ERAREHERHEOHRE

T O b 22 VR AR TE B

T OIS M EEATIEE O3 -
R, SOk« B RN O EHE RS S OUUE « FEZR - OHTICEES < BeRRoBR
(B OVFAT)

BN oD 3 fi 22 eV R AR TE )

TR B A

Sht it « BRGERRAG NS 6 H [H]
AP, O TERY - AR TG 2 5 AUN

FrE A plE i A (i)

[Zz = tpat g ]

ARIA-E, ARIA-H (b, R~ 7 U CUEE, ML),

Infusion reaction

QEED)!

ARHENDFEGER T D ARIA FEBLEIA = Infusion reaction FEHE S #0895, F7= ARIA

FBIRF OB GAke, RIE, Fik & 72 20ER A 4ERE L, ARIA FEBLURFORI 2 827

%f) % 7= ARIA X° Infusion reaction J8HLIZ 24 H. 2 5 BEE RN A2 B34 5, ¥
(R 7258 B RES> ADL O LI DWW THIZT 5,

[ St 1]

FE AR - AKFEE D K 4

BERIM 0 18~36 » A

HERREFIEL T B ek I 8 8k S 2 FE 1L

S8 TR s 5% 5 W= W N e R e 1

[ S & O AR L]

A D il R BB AE B2 35V T ARIA X° Infusion reaction 825 DK B EEMRITHH 5 v &

NTWDLHOD, HEZE T CIEEKRERR LD bR AW R fFoBFIcRKE S

%f) FREMEN B D, F T T APOE4 PRIRMRIHESE 2 5 T A5 D ARIA X° Infusion reaction
BT 2V A EAEIT O ETIXEpIRERSLE L E X T,

[ & 725 T & O K OV OARL]

- REMEMRE R « ZRMEEHRIZ OV CEIEN R BRE 21T 9,

RS BRI B Rk ST RIER & X R RAT 21T O

[ Y4 3% = 3 AL 22 M REALTE B O A IS T30 S A FTREME D & 2 BN O K Y

Z DB O P E FEUE]

HiH &R DI, UTONFELEZO, EIFEL Y X7 EHFEEORELZIT O,
TR ZEMERFFEOAE S E O T, AMEOFTENADE B ERIT OV TR
21T 9,

T e B ARG RIS, U A7 B/MEROKREERIZOWTHRETZ1T 9,

- BUROZ MG FREICHT 5D, U A7 G/IMEEBI O NHZE T E DI OV TR %

1T9,
AR Z Y & LSRG R ARRER  (BAN2401-G000-301)
[Z2 = tpat g ]
ARIA-E, ARIA-H (B6f/hifn, MMER~T T U L hERE, WMANHIIM), Infusion
reaction
[E/]

- B AD B I I1T 5 BAN2401 OF 22 M o OB B2 39 %,
- Core study #& T HF0> CDR-SB (Z%f9" % BAN2401 OZhHEIZ>WT, OLE #iz@ U7
B0 e fefeett &2 39 5,




[ 52t 117 ]

Fhi I - AREL D O A E R ERERI B W T RES G FTRBIZ 22 5 £ T

SEGIEL (F7E) © FoK 131

FERFER

HhFE : CDR-SB, ADAS-Cogl4, ADCOMS, ADCS MCI-ADL } O modified
iADRS

ML - R TOREFSR, WREE, oA ZL10A 2, LEXKRE, HERPTRO
AERACH SN F M

[BiH & 725 FE DR K O OIRHIL]

BRI E EERRIRE ¢ B R S VT BIER & G BT 21T O

[ Y434 = 3 AL 22 M REALTE B O 5 A IS T30 S 5 FTREMED & 2 BN O K Y

Z DBARE DO E FYE]

HiH ERDEENC, LTONEZEGD, EELY A7 EHEFEED LELZ1T 9,
TR Z MR FEOAE S H O T, AMEOFTENADE R ERIT OV TR
21T 9,

ST B EMRETEEICH TS, VR E/IMEROEREERIZ OV TR 21T ),
- BUROZEMEMRFTFHEICT D, U R 7 E/MUEEBIONAE T HEGIZ OV TG &
179,

3. ASMEICEE T SRE - MEROFEOHE
AR



4. ') R B&/MEETEIOME

WH DY R 7 /AMETEE)

WO U A7 F/AMEIEE OB
IR SC QR 1A ARG T A RIS & 5 1 Ed it

BID Y 27 i/ METES)

TR LR AT

K - Boehitntk 6 » H H
AP, O TIERY - AR TG 2 5 A UN

EIRGESEH 0T EM QEIEREA T A F) DOVER & 24k

R E R R |

ARIA-E, ARIA-H (IMf/hHI, BME~ETT U U PREE, MMPNHIML), Infusion
reaction, HrEEEFEIFHBE TOMEH

[E]
RLOZZAVERGTEEIC BT 2 MR MR K ONEY) 222 W - IEIR O T2 D OARF| O H 5
BB A fEN G 2 19 5,

[ LIRPNE]

- FANEEIC MR 23, S L, B OTEHEKRET 5,
AR — A=V T B,

- EIR I R AR O R — A= D,

[BiEH L2 PEORHY, i L7k RICESERIRS N D aTREEN & 5 e 5 HiE ]
ZE VR E I I K OSSR NS O - BB W T, BIVEA OB & iR5E
BOWRBEMHRT D, AKERNS, VA7 E/MEROTE 72 5L 0E &l S D
B, FE L R EESED SN A BN OWET, BT TESDO R
EL, BIEMOIEREZ R 2,

WEOTERY . 2oV EHW SR

SRR T B OVERR & 124k

R E R R |

ARIA-E, ARIA-H (dfvhiifn, 4FR~ET U CRERE, IMPHIM), Infusion
reaction, HUEEE IR BE TOMEH

[E]
FREOREMEREIEICE L CHEEME L, BER O #EESICHB AR, BEn
KRN L HIREAEZ T TWD 2 & 2 ERNEESICRMT 5,

[ IRPNE]

- FANEEIC MR 3 RME, AL, EMOTEHZKRET 5,
AR AR— DI B,

- EIR I R AR O R — A= D,

[BiEH L2 PEORHY, Eh LRI SERIRSN D WTREMEN & 5 F e 5 HiE ]
ZE VR E I I K OSSR B85 O - BB W T, BIVER O R B & iR5E
BOWBEMHRT D, AKEERNS, VR E/MEROTE 72 5L 02 &l S D
B, FTE L R EEDED SN AIITEM OWET, AR RSO R
EL, BIEMOIEREZ R 2,

WEOTERE - 2k E WA

1 EAE FH O
(E/SENERT ERR )
ARIA-E, ARIA-H (Ui, MER~E7 U U PLERE, WMNHIM), Infusion
reaction
[H/]

10



ARFN OB A 2 EFITT D720, AFNC K DIREE Eifi§ 5 (RH 235 - 7= g% D 2
WCARBIO AT 2 HIRT 2 2 2B ET 5,
[ RN E]
(WARFIEH O T= D DR B L ENENLL T OETERMI-T I & LT 5,
1. 73Iu A4 R PET, MRI ZDOAF| G\ H 7~ 0 LB/ E K OVE BN E i rTHE 7R
P it a2 RZ R a% & 1S AT RE 7 R B itk
2. TIVINA 2 —IRORRE, ZWr, 1EEICET ok k OBRE AL, K
FDV A7 ZZONWT IR « 5Bl CX DIEMMATERE T 5 EE sk
QABN DO RIHFLL T LB 35,
PUF 1~2 OG5 E 7= TR AR O i 217 5,
1. B OlE B A3 2 &
2. bROMERR A A 72 R O BRI S, ASH O A A B9 D I A BRAE L
TWHZ &
[BiEH L2 PEORY, Fh LRI SEHRIRSN D WTREMEN & 5 F e 5 HiE ]
ZMEEWIERC, INE SN LZRMEHROBFHRER G, BUTOHENE DT
S K OB OHE DB IOV TRETT 5,
WO TIERY 2 et WS

11




5 ERRREMEMRNE, AUMEICETIRE -

51 EERREMEHRHEO—E

RROMEEVY) RV &/MEBEIO—E

Bx (BAN2401-G000-
301)

1T O R3S Z2 A REAR TS B
B, ST - 25 H A O EREE RS OUE - #ERE « TS < ZaRPR OMEt
(M OVSEAT)
BN = 3 5 22 A R G AR B
BnoEFRSEZEME | 58 &7 DIEFIE il &7 SR wEED
REARTE B D 44 B /B EEEREL T iE DR YER T8 H
TR B4 A BA=hiach e BRIRT. 6 e R 7 BAIGRTA 8
» A » H LN
e A Rl R A FEBGMIR (18 | - ZetEiH | IFeBshEE X FRETH
€ EES) ~36 7 H) £T s  EhE T E
(B ERSNDIER] | - B EE
H Ji¥ PR
AR A HA S LU | K 131 - BRI EE | e FRETH
7= BE R e % R R R Ji¥ PR

12




5.2 AMEICE T HFE - RO EO—K
e

53 )RV B/MEETEIO—K

WH DY R 7 /AMETEE)

T 7V B OVE B P B 70 A R X 5 B e

BIMDO Y R 7 Fe/METEE

END U A7 e THLAD —
D& i R SRHEAR L
FRE G TG 6 7 T
R E T GH (B | Bl e haEn: e
A 1) ofER -
P Y R Y ¥ T e e S e
EER T OTER T S i e

13



	RMP-JP公表資料-表紙
	RMP-JP公表資料-概要
	JP_Risk Management
	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





