Nt P

L. eV e — i N[ N2, L §150h#
QS momErsasEETET NS B ey
P

NIHS EFELZ2MHER Vol.22 No.13 (2024/06/20)

H X

A5 [T )5 B 1
[ %£MHRA (Medicines and Healthcare products Regulatory Agency) ]
e Drug Safety Update Volume 17, Issue 9, April 2024
© Finasteride : F& 1% RIEH 36 LOMERERE B O RITEH (R P IR bR 2 v REMEH D)
DYAZ ASOVEFIIED ..ot

[NZ MEDSAFE (New Zealand Medicines and Medical Devices Safety Authority) ]
e Prescriber Update Vol.45 No.1
o & Emethotrexate: Jf HFELDH WA AAERICBIT DL EMIT OV T e

BEDONIHSEE T EHR

https://www.nihs.go.jp/dig/sireport/index.html

RO MV ABREEABRE - JOF U EDOMKRER/MRICEE T 5 X EER
https://www.nihs.g0.jp/digCOVID-19/index.html

INIHS EHGZEMERFRIL, ERTERSFMOMEI O 225w HSEE - EIBSHES, B SCURENDOEIR NI
o 2 EREINE - RFIL, EEEEZONAEREFREIFEN L0 T,
(OO0’ 10000 EEENICR T B4 2”0, FEFHFETFAIEL TMedDRA-JE B L TET,

S5 HREOME, T OMOFEHEIZ-DV Tlhttps://www.nihs.go.jp/dig/sireport/weekly/tebiki.htmlZ =2 720y

MARNTEHE S B ILEINDGAITIM TR LETBHLIZEW, RERBLORERIZV L Z7EZNTOD AR AL
T FERIZ OV TOREITAVRET O T, T THEIIZEN,



https://www.nihs.go.jp/dig/sireport/index.html
https://www.nihs.go.jp/dig/covid19/index.html
https://www.nihs.go.jp/dig/sireport/weekly/tebiki.html

NIHS [E# 2225 Vol.22 No.13 (2024/06/20)

2 E SRR R

Vol.22(2024) No.13(06/20) R01

[ #MHRA ]

eFinasteride : {5 R BIfE A 3 LOMEERE B O BITE A (BT LR b FkE 2 eBIESY) DY
AT ~DIEFWE

Finasteride: reminder of the risk of psychiatric side effects and of sexual side effects (which

may persist after discontinuation of treatment)

Drug Safety Update Volume 17, Issue 9, April 2024

B H :2024/04/29

https://www.gov.uk/drug-safety-update/finasteride-reminder-of-the-risk-psychiatric-side-effects-and

-of-sexual-side-effects-which-may-persist-after-discontinuation-of-treatment

https://assets.publishing.service.gov.uk/media/662fb5413579¢7a8f398a973/April DSU.pdf
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e FinasteridelX, 920, HA/&EBIOMERKIE R 2LOBENH LI TNDE,

o FinasteridelZ LDTEHA I LI BMERERE AR 2 (VE R —BORCE AR 270 8) 3R LTz
EWVIHBEDLOHRENRDHD,

e FinasterideZ 4L /53 2HINZ, 509 H QB OMENH L EE 1T/ NRDHTE,

o BMEAIEIE 28 )i & L Cfinasteride[ ‘Propecia’ ] (1 mg) ZfEHL TWARBEIZXHLT, 9
O H R RENRBLL L TE DI A A2 FIEL, TEHRVEH)NTH Y I8
THIOTOIETHIL,

o EMERISZIRAERIE 236 )i & L Cinasteride[ ‘Proscar’ ] (5 mg) Zff L TW D EEIZXHL T,
IOIRRC B RRIENHBLL L &L, TEHROERL/NITH Y EI A TEHRDEFHIE)
SE/RLIOTOIETHIL,
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o BEMI—FRIX, T X TDfinasteride D/ > —VIZFRESID T ETHY, finasterideD il

A patient alert card
B Finasteride: rare reports of depression and suicidal thoughts
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Finasteridel%, B MR BEESE (7 a7 U AMEBLERAE : 1 mgfH]) 6 LR GEREEE) O
NERRIEIRIE (5 mgBH) DRI HEN D E M Th D,

FinasteridelX, #15-2%47, 920, HECRRE, MEREREA A (HERRBLE, 2hlE A 24 Eie) &
DEENHHILTND,

—HRDFEFITIX, finasteride D & H IE L7246 FBE OMEEEER 23 ERFL T e,
IR H RSB OB E N 5551, finasterideZ i 2RI S [EIZHDEDLI L,
IOIRR A RSB BLL - & XX, B B finasteride[ ‘Propecia’ ] (1 mg) DfFEHZH IEL,
TEDRVHRLNTH Y EISEE T DL,

Finasteride[ ‘Proscar’ ] (5 mg) Z /L5 &4, 5900 B A SENBELL -5 E1X, TEHRY
HRNIH Y EIR R TSORDIEFHIBEE2/R528,

RS, BIEHER AR, MEABORZ S MR I B D DRIBENAE U 51, Y oL
FEITERMICHER T 228,

B B F IR TEN M DO LN B> ThH R W [ EEME 2 8 5728, finasteride
ZREFAL CWAZE, ALY 2V — A T\ B % RIE T alREME N DL %
RARFEIRIABZ TEBLDITIEFICEETH D, HVD N A BNBEOELIZZSFLZET,
Y EIARZ D REIEIR THDZ A B DHRNIIFETE T DD DL DD,
LI PEENDY —T Ly M finasteride D I B 32 (f 0 #L Z V152 BE 21 0 Bl /E H
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LTS 1LV, FBELNLTFE LI EE ST CEM L7 finasteride D Z 2L E 2 — %58
T U7z, IENCHMHRAL, 20174 finasteridel 2B 35 Drug Safety UpdateP&F84T L7273, I
1%, —EBORIEM Rkt 5 aTReMEX o A IS Tuvignsoiz,

€ Yellow Card Scheme: #[EDEIVEM AT AT L, https:/yellowcard.mhra.gov.uk/
D Drug safety Update(2017/05/24) “Finasteride: rare reports of depression and suicidal thoughts”
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NTWDR, ZIUODOREWER LG ELBFIZH o EMmSh TN LA FEHTL, Drug Safety
UpdatelZFe & fgili 3 HIOHEREL 7,

PEAGIFEDLIZ, BE M —RAZ o r —VIZRT 52812 DN THHERELT-, Zoh—RiZ
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OFinasteride D 1L bR T AMEBESEER 2B T3EERNORE

19924511 A 2O AE %521 TSk, MHRAIX2024454 A 5 H £TlZ, finasteride (1 mg%ﬁl
BEOS mghidHl) O I Ehild A2 (B AR LOENEHER A~ 2) B L OMERBLOR L &
PEREHE AR 2D Yellow CardiREA2426115 17 TW5, ZIHOWMEDIZIT LEIZB VT, finl
[ 8175 (“not recovered” 7213 “not resolved”) | LFEFKSILTUND,

OFinasteridel BE 32X 2 DRWEA B2 RENOME
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[ “Proscar’ JIINHS ([H RARMES —E2) [IZLD G EITD23, [ Propecia’ ] (1 mgHH &) 13R
M ERY —E 2 (NHSLIA D ERY —E ) DAL ZETOH AT A FETHH7=8, MHRAIZIE
7ot 7 — 2 &/5HZ LN TEARN, SHIZ[ Propecia’ W2 DWW TEA L TA LT DAL T
N T2, MHRA TIZZ LD EIEH OIE AN EE 1D WIAZ 35 E L T VD,

Men on finasteride asked to stay vigilant for possible psychiatric and sexual side effects

E Commission on Human Medicines

F Pharmacovigilance Expert Advisory Group

G Finasteride: review of safety data and expert advice on manament of risks

H s O RTINS MER I FEFICREL TRY, BEITAMEOHE X144 Th o7, 251§ OMHRAY
LAV — 2% B, GRIE)



https://www.gov.uk/government/news/men-on-finasteride-asked-to-stay-vigilant-for-possible-psychiatric-and-sexual-side-effects
https://www.gov.uk/government/publications/finasteride-review-of-safety-data-and-expert-advice-on-management-of-risks
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Safety review of Finasteride Public Assessment Report
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[ 774 Health Canada]
Vol.21 No.07 (2023/03/30) R02
[Finasteride 3 A =350 AR, AREE, BIOBEOVAZIZEAT LML Ea—
Vol.17 No.11(2019/05/30) R0O2
[Finasteride ([ ‘Proscar’ ], [ ‘Propecia’]) : H /& DIVAZIZEH T 5L ML B a— |
Vol.14 No.03 (2016/02/10) RO3
[Finasteride: F 7% {87 & D |
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https://assets.publishing.service.gov.uk/media/6630abd087bdbae4ab19adc9/Finasteride_PAR_Accessible.pdf
https://www.nihs.go.jp/dig/sireport/weekly21/07230330.pdf
https://www.nihs.go.jp/dig/sireport/weekly17/11190530.pdf
http://www.nihs.go.jp/dig/sireport/weekly14/03160210.pdf
http://www.nihs.go.jp/dig/sireport/weekly2/1040115.pdf
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Interacting safely with low-dose methotrexate

Prescriber Update Vol.45 No.1

WA H :2024/3/07
https://www.medsafe.govt.nz/profs/PUArticles/March2024/Interacting-safely-with-low-dose-methot

rexate.html

https://www.medsafe.govt.nz/profs/PUArticles/PDF/Prescriber-Update-45-No.1-March-2024.pdf
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DEIHEGEHE AL CODEETOMALZ,

o —IHDEHMIZ, methotrexatel JFHLT-H55", methotrexate DRIEHSCEEMED YA A E8OHT
MDD,
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BRSO 2 28 4 DB, B 201G 3R B AR &2 0 7258 BIZ DUV T
T5ZL
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PRIBDIRREDTZ8, HfZIHIFEEL THOWHILD, IR Emethotrexate 2 L TWDEEFE DS, £
HIRIBADTZWD, OISR RO G, MO BEFESOM A VEEEIRDZ L0305,

—H D EEFESIE, methotrexate L7235, methotrexate D EIVEHSCEH MDY AV Z @ HTE
W%, AFRITZE DI EAER O —hil DWW TR 2,

O EAEH DR

Methotrexate! ZAMAEES EMEIEAI THY, PeNniEfgR uliR 2 HET 228 T, FERO 2 TH
F9 %, Methotrexatel AL 72 B BAE M 20 D ER M2 OF I L7235, FRANEMEB AN 22 T RErE
D%,

Methotrexateld:, (XM & Th->Th, ‘BREING, BIOEEME, TEME, W& =, Mttt
I Z T 203D, MethotrexateD MLAE IR LA EH- L7256, BIEDY RT3 EED FTRENE
&5,

Methotrexatel %, WIN ST ZIZ— B MIE T V7 INTHEG T D, RILT V7 UGB AL Tt

A Long-term conditions : https://www.tewhatuora.govt.nz/for-health-professionals/clinical-guidance/diseases-and-condit
ions/long-term-conditions/ & Z D&, (FRYF)
B additive toxicity



https://www.medsafe.govt.nz/profs/PUArticles/March2024/Interacting-safely-with-low-dose-methotrexate.html
https://www.medsafe.govt.nz/profs/PUArticles/March2024/Interacting-safely-with-low-dose-methotrexate.html
https://www.medsafe.govt.nz/profs/PUArticles/PDF/Prescriber-Update-45-No.1-March-2024.pdf
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BT DHEIRS, HONIT N T IUFEREILETHERKLEIH L2854, methotrexate? & - 17
L, MAEIREEDS BA-3 2 REMED &5,

Methotrexatel X1 F & A &3~ THKRERARIIE 35 L OVREBhRE 2 L0 Bl SRS 15, B
T LB RN 6 | 5 2T 2 R 3K 5L, methotrexate D7V T T A%AK FEE, ZORER, mgEH
EEZ ERISEDAREMEDR B D,

O EAEADH]

Methotrexate& D FH AAEFH DOFI, 972> Hmethotrexate~D 228 (MUFEHIRE D A, F7-133E
BYEH O5R),, #7, BI O AAERFEAER TR T, Methotrexate! T4 [FIHLYD _EIF T 7w il
DEFKGITHEETHIEN DD, BEMOM AAENZ DWW TOFEMIEHIE, methotrexateD T —#
BRI LHTLE,

#1: MethotrexateD/EF 2830428 A /ER DF

¥ & ®F =KD

Methotrexate @ M. 4% 7 J& | Methotrexate D& 7 | X= VU RIEBIORLKR T IR RIK
Eo LR CRIpEEEN | U770 ANMET (co-trimoxazole72 &) , NSAID

FHHEAEH) R R BEE MK | Probenecid, /L— 7 FIIJRZE, ciprofloxacin, NSAID
T
TR s A AR TINRIE, R= VR, TIH A7)

> %3, chloramphenicol, U /L, NSAID, A
IVIR=) VPR 3K, phenytoin

Methotrexate D FEEVEM @ | ARMNFEVE (M) | FFEMEO S5 EHK N (azathioprine, sulfasalazine,

R () FRFE BAEH) leflunomide, 7 /L=1—/ L, HIMEEMEIRA], LT
JARZRE)
FnwE Pk (g 75 | 1R HEH O HDEE S L (co-trimoxazole,
) trimethoprim, leflunomide, allopurinol,

ciclosporin, #fE{E =K A2 L)

FNEEME (Zofth) | Leflunomide (itizEtE) , A 45 554 (s
P, WML EEN:, B EE), amiodarone GEEIER
JEIRAL)

Hlh: =2 ——F0 RDFT —4 L — (Trexate 33517 DBL™ Methotrexate Injection ) (accessed 17 January 2024)

ORI EE

MethotrexateZ s JH L CWDEFE T, Fric BRSO ARG T DB, £ O EFE M2 Bl E
TR L7000, B2 WIF IR RS 2 5| S ISRV a5 28, Riic Xy,
methotrexate® H FFHFEfE FH RSN B L 70 D2 L0305, £Tc, E=ZV 7 Dbk BIU



https://www.medsafe.govt.nz/profs/Datasheet/t/trexatetab.pdf
https://www.medsafe.govt.nz/profs/Datasheet/d/dblMethotrexateinjmayne.pdf
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DB HD,
BEIZLLTIZOWTHET 528,
o FHENELNAMEIIER THIE, FIBENBNIGEIZEITRED,
o  OTCCHE (HARMFERILPEZE W) 2 HLEOET DAL, FANCERMEHEE I THEK T
BTEI,

O=a—V—F U RENTOHRE

20204 LR, {5 Ermethotrexate & O S AH AAE LS H i STV D, ZOSHIIZBIH T
U7z 5 3K i [ T co-trimoxazole (2451]) , trimethoprim, amoxicillin/clavulanic acidEl &4, 726 NZ
aspirin#s J. (’sodium valproate Tdh-7-,

Amoxicillin/clavulanic acidBid & FIDREF]TIX, [RHZ4R18 5% (TR RERR A E 25 234 U
TR IN QN z, ZRODEIE GO T — 2 —RI, methotrexate: D AVEHIZ- DUV TR
TADBETSINTNDEZATH D,

AR
=a—U—F U RENTOREFIHRE/FE EAERICBET 25 HIE, TRLDPrescriber Update DL,
FEBMTHIL,
o Gathering knowledge from adverse reaction reports (Prescriber Update 41(2), June 2020)

e Interaction reminder: Bone marrow suppression with methotrexate and trimethoprim or

co-trimoxazole (Prescriber Update 43(1), March 2022)

¢ Administration of methotrexate in individuals taking sodium valproate may reduce seizure or
mood control (Prescriber Update 44(1), March 2023)

BEE sk
1) Rex Medical Ltd. 2021. Trexate New Zealand Data Sheet 11 February 2021. URL:
medsafe.govt.nz/profs/Datasheet/t/trexatetab.pdf (accessed 17 January 2024).
2) Pfizer New Zealand Ltd. 2023. DBL Methotrexate Injection New Zealand Data Sheet 28 August
2023. URL: medsafe.govt.nz/profs/Datasheet/d/dblMethotrexateinjmayne.pdf (accessed 17
January 2024).

3) Specialist Pharmacy Service. 2023. Managing interactions with methotrexate 28 December
2023. URL: sps.nhs.uk/articles/managing-interactions-with-methotrexate/ (accessed 19 January
2024).

€ over-the-counter

D natural health product


https://www.medsafe.govt.nz/profs/PUArticles/June2020/Gathering-knowledge-from-adverse-reaction-reports-June-2020.html
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https://www.medsafe.govt.nz/profs/PUArticles/March2023/Administration-of-methotrexate-in-patients-taking-sodium-valproate.html
https://www.medsafe.govt.nz/profs/PUArticles/March2023/Administration-of-methotrexate-in-patients-taking-sodium-valproate.html
https://www.medsafe.govt.nz/profs/Datasheet/t/trexatetab.pdf
https://www.medsafe.govt.nz/profs/Datasheet/d/dblMethotrexateinjmayne.pdf
https://www.sps.nhs.uk/articles/managing-interactions-with-methotrexate/
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[Methotrexate: 7' 2> R 7 FHESKE O B/
¥ _EFLO201E, Wb i Eimethotrexate D FH AA/EH 2B 3550 TH 5,
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©Methotrexate (AN —1(IP), 7/ 7TV FHER, FERAEHEHUEE, s, ik
ISR [EIN  FETE 0 Vg, JE e

©Sulfamethoxazole (AL 7 7 AN —/L (JP), YL 77 Hl, HrEH) [EN 58720 I FIeH

©Trimethoprim (N ATV L (JAM L) , HTEEHE) [EN FE 88 TSk J8oe 0
¢ Co-trimoxazole (= + FUEF>"— /L) [ZSulfamethoxazole/Trimethoprim & Al DBl 44,
KEWNTALTZ 7 ANEY Y — )L ENI AN T Y A LT EBIZAH (STA A TOARFTESILTND,

©Probenecid (7"HARUR (JP), Ji BUEHEE) EINFECH ok BRI

©Ciprofloxacin (> u7ux v (JP), > FurvaXx¥ o U HEEE /K1Y, Ciprofloxacin
Hydrochloride Hydrate (JP), ==—3 /0  RHUE S [EN R FEH Mol Biek

@Chloramphenicol (a7 r7z=a—/)L(JP), /a7 x=a— L R E K, IREHIKEN:

TR WSS FETE

©Phenyt01n[7:r::]vl’/ (JP), Phenytoin Sodium, 7 == F R ALJP), EX UM REK, HL
WIVAEE [EIN 38780 VA FE9E

©Azathioprine (7 F A7V (IP), SoFENfilSE] EN  J658% sk 858

©Sulfasalazine (17> AL 7 7 U >, Salazosulfapyridine (JP), HLU Y ~TF 3K, 5% R Hi %)
W FETewE Sk 3T

©Leflunomide (L 7 /L /IR, B UI T U ARHIBHL T 3, DMARD (disease-modifying antirheumatic
drug) ; GRIBEETER Y ~TF3) | S BiHE) [EN  Fe5 sh Joes

©Allopurinol (727’ /—/L (JP), FV AL F oA 7 —BREK, & IREE MIEGH )
EIN:FETEH HEsh FETTHT

©Ciclosporin (772K (JP), Cyclosporine (USAN), #/L ==—U  fHESE, 50 Bl3E)
EIN:FETEH HEsh FEITHT

©Amiodarone ({ 7IA4 % v HilstE, Amiodarone Hydrochloride} (JP), KF v /L, HLAR
BRI EN T WSt FE T

©Amoxicillin (7 EF TV KFI#), Amoxicillin Hydrate (JP), ~X= UL RBPLE ) BN 35
sk FEIEE


https://www.nihs.go.jp/dig/sireport/weekly11/21131010.pdf
https://www.nihs.go.jp/dig/sireport/weekly10/24121122.pdf
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©Clavulanic Acid(Z777 771U 2, Potassium Clavulanate (JP), p7 7% ~—EFHEHK] [E N :
JETEWE WSk R
XEWN Tl AmoxicillinE DS HIE L TOHRTE,

©Acetylsalicylic acid (7 AEVU>~, Aspirin (JP, USAN), NSAID, Fuifil/MEE] [EHN: F7EH
Hh BT
3% Acetylsalicylic acidiZINNCIZ7e< WHODATC/y$EIZ LD FFD
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	◎Finasteride〔フィナステリド，5α-還元酵素II型阻害薬，前立腺肥大症治療薬，男性型脱毛症治療薬〕国内：発売済　海外：発売済
	 低用量methotrexate：併用薬との薬物相互作用における安全性について

