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令和８年４月24日
令和８年度第２回医薬品等安全対策部会安全対策調査会
資料１－２



(5%&] RFLELOMEE - DREFEHODEEM
n | EESOH By - nE ZhEE - TR B% - HE 1)
5 | R4 (%1#2) 3
9
X
ﬁj\
X (439 F THEQi) A | BEtfh, BE - | ROEZERAIZK | F
-1l T RIEERIE | EEEER. B | RIS STHRAL | 1
150 mg k. BT, (| TLESWL £5
=, Bt KA (15 FLU|E
E):1E18: 1 | ZE
H 3= Ah
15 FRi#& : RAL
Ay A Y
— | KEBH<H | 18 (1.3g) & | KHT =, Mo RNDEF*RBREXIE | F
| a> TA4E P2mg, V| 1+, BEEARE., | BREICIRALTLC | 2
=] AF%3y 2mg, | BH. Bbfzh, |23 $8
= —H9RXY W0mg, | BRTE BHE. | A (15 BU|IE
E-o FaoP 12mg, | HIEFRB. BEILE | B): 1@m18: 1 | &FE
Ah FUE 22mg., & | E. BEAIR. B | H3[H Ah
VFF7F 1bmg, |EAB%Z. BE B | 8~14 F : 1@
—HFK 1omg, | TR, =T [1/2@: 1H3ME
REBKEZEFRY | (BODMDE, 8mki : RAL
L 625mg. ik | ZHE - BEOT | BN E
BREEAILID | MDE. BD).
Ly 133mg. RER | MEME., MIDMZ.
ITRUYL| TR, BE
26mg., BRI A
B7ILIE =L
273.4mg . E #
FT7RAE—+
40mg
— | FreRDUva | 6FEDAFILA | BEFHRE, B TENEZEBR®E. |5
B | —PaTSR | FAZURLK | B, blh, B KRIEZESTRA| 2
A —oL R KR | FE BRAEE., & LT XL £5
E 150.0mg . BB | A#BE WO, |5 (15 gy | E
% KEFRUDL | GEF @AD | DT g 1 | E
&R 600.0mg . JK E& § %0)%;:75\’3@# 53'@ ' &R
(A= ST Ay NN . ZHE: - B R
200.0n . 1 | onhox. B | AL 12 BE
REAILD DL | S BD). B H3[ '
1340.0mg. B — | i, BMAIR. 8 SERBEDNE -
FIXR 3 EE | EFE. BB | pmigunce
90.0mg (A—k | %, IF2, D
IXRELT|HIA, HIERLE,
30.0mg) . v 3| BEP - BRI
DEBRIXR| XK BE
20.0mg (v 3™
& L T
180.0mg) . a2
ROEBEIXX
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15.0mg (a9 R

xoxy (B
=) 280mg. A
vJyH (HE)
280mg

4 & L T

180.0mg) . >

J1) % 30.Omg.

EAFF7RE—

+ 2000

24 0mg. 'J/\—

+ AP12 15. Omg
— | KEEABE |18 (1.02¢) &0 | BOH=h, BE | XOEZBREIXIE | F
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Tomg, a4 v a:183[H

o (#EB) 5 ki RAL

Omg., Ah>ovmw NS &
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JawoFxao

(B%) 25mg.
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95 9.6 18.1
Na
5mg
25mg
D2
ACh
5mg AChE
ACh
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BLU @) HIEFE (2)
TS (1) BIBEEE ()
85 (1) LR (1)
OELE () om% ()
L EEIRHE (1) nEOES ()
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HHE (1)

ARG AR O EE

AFNOFHAFE R GHAWIN - 202249 H 28 H~2025 49 A 27 H) I TFD LBV =T,
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(2)
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waama i e = 7 — e a0 o 95 S s 3056 Bilicis T, BIERITEBES]
503 63 B (BIERRBUERIE 2. 06%) <. BWEHARBEMAEIT 1L HTH-T-,

7k, BIVERRERIR BRI S loRT L B0 TH D,

BEERBWEHO®REIT R, WE SNBEAORIWERIX 53 61 83 . Ml 21 1, 118
1T THERG) 124, TZ D REE) 74, TR, TREARRESE ). [ 234 44, (355
. [ & 3, TR, BRI 234 2 . TsEiEd v, NREbE %), [
1. TRE BE 1HEThotz, E7o, RMOBWEMIZ 21 #1128 £ T, T, THB) 34
Ak, TREESNZ M . [ EREEm ). THREEIEEN . T2208 ), TP 234 2 1, TiHER
By, TAmgk), TRIEERE). T8, TR/, NEEEEhER ). TRy, DkRE
Ay, TSR Tk 8% 11 CThoT,

7B, BIWERBEERAEICRT 2 RBIEARBUES —&iX, B4 18T 280 TH D,

— KR

—RFRALIC 31T 2 BITEI FEBUEFIEIT 7 61T, BIERIZBIIRII 8 thTh o7z, WiEENT
BEFNORIERNE 4 B 4 T, ThESR) 2 4. TR ). T8%) 3% L Ch o7, E£7o. KA
BITERNZ, 4614 4T, TAOREESHIE, IEEATE] . T, NREE ] 2% 114 TH
277,

— AT DR - EERERBIRBUES —BERIT, MRS IRT LB TH D,
k. EERBIEHORE XM BIKEERG6),

BFEE B OV E T ORI E B
AFKNOAZL A LI, B EHMKTH (2025459 A 27 H) £ TIOFEHRE . SNERE RS
DXRERDH DT o7z,

1 EfE AR

3056 B OEIVEHBEEREDOFRE RN D, TLTIWT W &) IC4S T 20ER., HHBEM
(BhRE - 204 . HiE - HRICELTIE, UTo LB TH D,

MRONIRA L7202 &) THEEME L TW AR OMERE 1 6] (0.05%) Zi8H
7o (ZePEOIEFIEL 1985 B CHH)  AEGFNIFEE-CAIRE A O 72 9 F R A & 92 L 7=
NEZIHF LT, TR TS 2 BBIEHOBE X8 - T2,

2. A#ZRH LT 5L, ROBEFELZRA L2nZ &) THEMRE L TV I bEE
i REUGER O 1] (0.03%), m— h=X 2 EEHT 2 BIBEOMEAZ 2 41 (0.07%) .
SR FANIRIEOM HE 341 (0.10%) ., MEEOMHEHZE 2 6] (0.07%) ZRDiz, Zivd DRER]

8/32



(5)

DI 5, BEMANREDOMEAE 1 FIZIBWCRIEH OWME R H > 7223, BEFR CIFEERGER
(T, FEEDEV) THY, 7o, WIFEFFEETHD Z L 2R L TV D,

B3I PO NTIAAZRA LN & CHEEME L CW DAL~ 3 3 4
(0.15%) ZF8Tz, (ZePEDIERIEL 1985 BITHHE)  7272L. 209 b 1 FlILFH#H 52 5k T
HITEBZSHW, (HEZ LM L 722 EE IS D2 o o T DFE I AR 2 b OfER]T
RITER O X202 72,

M4, BHIER LW &) CTHEBRE L CWAHERAMMICEL T, 2 a8 =A% 6
(0.20%) ZFEDHTz, ZbOREGITEIWEROREIX 20 o7,

AR GhEe - 205 ISR LTI, THE b7ahy 2063 61 (67.51%), [HHEL - EEIARRL
1062 51 (34.75%) . TAACRHE) 418 B (13.68%) . MHa<CiF) 605 51 (19.80%), ML x5 247
Bl (8.08%). Mty 44 B (1.44%) . [Zofty 67 6 (2.19%) Tholz, [ZDft) OFER
DL, BRCHIEARRZ SIcfFE SN D HHIER 60 1 (1.96%) T, ZnlSMT T2~
A1 26 (0.07%), [EAAFRRIIE] 16 (0.03%), BNEBEZE D ARO[ 14
(0.03%). I'HOIEFLER) LH (0.03%) . TEGEZOIER] 1F] (0.03%) . s Ik
L7eRBEE G SN o o ToOFEMAI 72 161 (0.03%) Thoto, 72ds, K7 7 — M
HIZEHRIECcHY , HAMNE [Zoftty La%& Uiz 67 Bl 56 fliXA 7 7 FDhEE - 2%
IS T IR HOETREIE L TWD, A ENE T2 0] DORERO I & B L7 5EF]
X, MERA, THEREW, B8RV, TBENREE D REFONE]. TBEORH], THEI.
DIEZLE D WHIEARR), D EORFTHIEICZR D), TR-NEE ), [RNmE, A,
MEOMFNA YD L), TR & 1B 11 6] (0.36%) Tholz, ZHEDIEFDH
H. 2BV TRWERHORER b o 7o, FEBUEIR (R, Bl HEm. AR 3o
NHIEEE T, M ARPRERUSMIBEAER Th D, Fio, BIRIIEE THD Z & 2R L TV
D

Rk HEICBEAL X, L EERE (18 2B 7ER (28R~M) %2 161 (0.03%) 589
e, BWER OWE Loz, £72, 1 HOMERAEE (B E) %1 2L 7z,
¥, AANZERM T - g 50mg) & Rl—HAITEIB AT gERI T D72, [k -
AEICEETEE] © 1Q) ERZ2ELFTICET0EEMATIZ L BIO, HHE MR
ME2A—VHDO [ZOBEOMHNGIZ?2 )] OEATO Mo TEAZFH L TRALTH IV
TEN? ) ICBNT, BEANCIEN A TWETR, Hlo TERAME L TRA LRV T ZE
W B LTEWRRN GO o720 | FEHADRS D IR H D 97 L iEEE LT
ZAS, 1afE &% 0.5 88 CHEH L72Es] 161 (0.03%) 2R, BIEHORENRH 7, FHIL
FER (8. MR 1TV bIEER T, 2056, EITBEAER CTh 5,

[E N T ORI E IE R

20234 11 H 21 A, A 27 F LR—ABRS (1 b7V Rt 2H 3 HERM 17 b
$E 50mg] IZHRWT, TOMORIEHOEIZ [EiRE : 8% Bmshi, (EFERICKSH
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HHE (2)
ARG RAZBE S 2 MR & A 1% D iR
AR OFEFELR FIEWIM : 2022 49 A 28 H~202549 A 27 H) (BT 5 AR E . 5% Ot
RIIUTD LB TH D,

(1) BIfERZBRN
waama i e = 7 — e a0 o 95 S s 3056 Bilicis T, BIERITEBES]
% 63 B (BIVEMTEBUERIHR 2. 06%) T, BWEMBEBUEIL 111 4 ThH o7, ERPFEEHE LT
KR E COMAE (EWEH THF b 5E 50mg) ORI E o iR 3R J OMLERR 78 7% o f
R A DFEE) D 1.50% (6485 fith 97 41 133 1) ZbFnic LD MEERZETH D, %
ERERIT THIBEE ) NETH L L, ERMNOFAEMFM L IZIERETH D, £, BIERAD
FRIEEIXTRCHFRETH D,

(2) HEELBIER
RIERBEEETRA ., — A O W TIUTIB W TH HERBIEMR T2 o7,

(3) A EDOEEDDLFHTEZRWVEIEHR
BIVEFIBE R TR B O fRRA CATF LI ARAOBITERIZ 25 1 32 tE Th - 72, WERIE. 8K
O 5, THY8) 44, TREERAm ). [ EREESR . THRGEEROE ). TREH R . T2,
DIRBEFE ), TR APRE 23 2 . TR RY. Tawgk), TRIEER). (8. Thgw
ey N EEESNER . [OOSR, HEE [k 2% 1 Thole, WTHOREIE
HOREME DR Fo, KEIE OBEMEZ IR R T 5 K 5 fEfl2 2 < HiE s vt
HARPLTIX 720,

(4) BEEMFRRR

3056 B ORIVEFBEERAE DR RN S, TLTIWTRWNWI &) ISR T 2ER, B
(BhRE - 204 . HiE - HRICELTIE, UTo LB TH D,

MRONTRA L7202 &) THEEME L TW AR OMERAE 1 6] (0.05%) Zi8H
7o (ZePEDIEFIEL 1985 B CHH)  AEGFNIAFEE-CAIRE A O 7= 9 F R4 & 92 L 7=
NEEIIESNT, FEIIARHTH 2 BEIEROHE IR T,

2. A#ZRH LT DRI, ROBEHELZRA LW &) THEERE L TV oiHkEE
B RECE R OB HE 161 (0.03%), m— h=XF X2 EHT 5 HHEROMHE 2 4
(0.07%) . SKHANIREDOFHEAE 361 (0.10%) ., 2EIKOMHAE 2 #1] (0.07%) ZFEDT,
INHORERO S B, BRANREOHERE 1 BICBWCREWERO®RE N H 7223, BEHTIE
\EEIER (FH, ZEMED ) THY, Fio, RIEETH D Z L 2R L TV 5,

3. IO NTIAAZRA LN &) CHEEME L CW DL~ 3 3 4
(0.15%) Z@BDTz, (MEOFEFEL 1985 BITHE) 72720, 2D 95 5 1 FlI34# 52 i T
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B CRITEH O#E 1372~ T,
M, REEM LN Z &) THEME L TWh oM ABIRICE LT, 2 EH 282 7214 6
Bl (0.20%) ZiRDTz, b OREF TEWEH O®RE X2 > T,

AR CGhEe - 205 ISR LTI, THE b7hy 2063 61 (67.51%), [BHEL - EEIARRL
1062 51 (34.75%) . TBACRHE) 418 B (13.68%) . Hg<CiF) 605 51 (19.80%), ML x5 247
Bl (8.08%). Mt 44 B (1.44%). [Zofty 67 6 (2.19%) Tholz, [ZDft) OFER
DL IE, BRCHIEARRZ SIcRFE SN D HHER 60 1 (1.96%) T, ZnlSMT T2~
A1 26 (0.07%) ., [EAAFRRIGRRE] 16 (0.03%), [BNEBEZE D ARO[ 14
(0.03%). I'HOIEFLER) LH (0.03%) . TEGEZOER] 16F] (0.03%) . iz Ik
L7eBEIE G SN o o ToOFEMAI 72 161 (0.03%) Thoto, 72d, K7 7 — M
HITEHEECTHY . HEMNE [Zofty LaZ Lz 67 Bl 56 fliXA 7 7 FDhEE - 2%
IS T IR HOETEIE L TWD, A ENE TZ20f) DRERO I & [B1E L7 5Es]
X, MERG, TEREWV, B2V, TBENREE D REFONE). TBEORH], THEI.
DIEZLE S WHIEARR), D BEORFTHIEICZR D), TR-NEE ), RN E, A,
MEOMFNA VXD L), TR & 1B 11 6] (0.36%) Tholz, ZHEDIEFD
H. 2B WTRWERHORER b o 7o, FEBUEIR (. Bl W, AR 3o
NHIEEE T, M ARPRERUSMIBEAER Th D, Fio, BIRIIEE THD Z & 2R LTV
Do

Rk - HEICBEAL X, L EERE (18 2B 7ER (28R~M) %2 161 (0.03%) 589
e, BWER OWE L0 o7z, £72, 1 HOBEREE (B E) %1 2L 7,

¥ AANZERM T - §E 50mg) & Rl—HAITHEIB AT gERI T D72, [k -
AEICEETEE] © 1Q) ERZ2ELTICETOEEMATLIZ L BIO, HHEMTR
ME2—VHDO [ZOBEOMNGIZ?2 ] OEATO Mo TEAZFHH L TRALTH IV
TTN? ) ICBNT, BEANCIEN A TWETR, Hlo TERAME L TRA LRV T ZE
W I LTSRN GO o720 | FERAD RS D AR H D 97 L EEE LT
ZAS, 1afE &% 0.5 88 CHEH L72ER] 161 (0.03%) 2R, BIEHORENH 7, FHIL
SR (I8, MR 1TV bIEER T, 2056, EEITBEAER CTh 5,

PLb S EOIEEZ RN L TEFIIR SN b OOHEITZ < 2, E7o. Zh b DOSEH]

(ZRT DEIERNZ 4 61 8 5ER (BEkn 6. KA 2) THY ., BHEMOFIUME M Lo Bk ) B
HLTOWOHHEITR SN o7e, BN R CIEIAR OB IER ARBUI R & Ze R0,
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(5) HAMIHICEME L - REmiREE

2023 11 A 21 B, A4 7 F LR—A%EG (4 N7V RERet) 2A8 3 5ERM [0 5
Y BE 50mg) 2B WNT, EOMORIEROEIZ [EBHs « BifE) BBnshi, CERIERMCELD
EE 1))

ZDOUGETITHEV, 2023 412 A 8 A, E3ENEFERAOEEEELZEARE ML, 1
Z 7 FICBWTHHEH EORESGIEGZRET 2 KX ) EERH -7, METORR, F—FH%)
15y % BT D A RAI CREFIEMIC L 2UGT AR INTWNDL I ENE, 477 FIZBNT
b TEME] 2800 @&GT) L, —BiHEE ~EERE T2 Z E 0N E L ST L, MR
Dk, 2024 48 AIZH ESET 23 L7z,

[45#% DL ex K]

LEDOFRER LY | BRFRITIE, BWEAZEARDL, BIEEANRILE ISR E 2R <, Bl RT
X MEH EOIER] SGETHOZEMHRIEITNE L BT 5, k. 5% b5l Skt HROIEICES
O, BEISUT MEH EOER ) OUGT 2 Matd 25, AR O IR & e & 22k 2 X 5 BTy
TH D,
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AIER ORI BRI B2 (%)
KGRI E T O T (1K) T (5200 8 (DD TR Geets) R FEBHAG LA O B3
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11 (0.02)
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