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o 201947101 28~31 H OPRACE# TR E MUGT DI E S-S 7T b e,
o FrEM®RE A =35 (iron sucrose, iron carboxymaltose, iron isomaltoside, iron dextran,
sodium ferric gluconate) —TEEIARIEAE ........coveveereeeeeeeee e

[ 74 Health Canada]

e Health Product Infowatch — October 2019
o Estradiol: MTF (male to female transgender) 2% COR/LEARIFRICAEORE B oo

INIHS EIEMZAMEERIT, EIRZ SRS O T2 H A - [E R NGRS EH I
DOLEVEFE WAL -RFIL, BEEEEZONAEREFREZITEN LD T,
OO0 o000 MHEICBITDEA E L, EFEHFETRAIEL TMedDRA-JEZE L TOVET,

55 FHREDfERR, < DO FLHELIZ- SV Tidhttp://www.nihs.qo.jp/dig/sireport/weekly/tebiki.html = 2 fES 72 S0,

KAEREBEZICENDIHERIILTHE LTS IRLTZE N, KRIFRBLOARFFRIZI 7SN THDB T AREFIHL
T2 BIZEDRE ROV TOEFEEITAVDRET O T, T THELIIZEN,

http://www.nihs.go.jp/dig/sireport/index.html—@EnEHKiz=t 5
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2019 4F 10 A 28~31 H® PRAC & CRURLIERUGT 1@y E S 7 F /v (iron sucrose,
iron carboxymaltose, iron isomaltoside, iron dextran, sodium ferric gluconate)

PRAC recommendations on signals adopted at the 28-31 October 2019 PRAC meeting

Signal management

1B H :2019/11/25

https://www.ema.europa.eu/en/documents/prac-recommendation/prac-recommendations-signals-ado

pted-28-31-october-2019-prac-meeting_en.pdf

(k)

ARG, 2019410 H 28~31H D7 7 —~ab VT A U273l ZE B4 (PRAC) AD LT,
ST FMZBEALTRREES N, BRSSO 2 Ch D,

PRACHMAHBIZ R I iz tH OBV S D3> 72 56, MAHDSEHZ OBV S ISR 5%, &
7 F ML TR S R, BLEHTE (A MUGT 2 E) S Snch&, T IukERE
(CAP) P TIZPRACOENE N AICHMP (N EHE & B &) EKR 2R D70 iR S, & [E

T (NAP) FCI3 5 NACMDh (FH A RBGRE S B L OV RS ROFHE T V—7) 6~
THHR AL OO HIND, D%, PRACOENE IZIEST-XEAMAHD D Z L3 A EN D,

PRACIE, MHEIZIGEU T, EMAEI3MER EIZ XL 28 M O ez 8 5255055,

H LK R DWW T, AFLEDOAERFITIE, PRACH SO R H M ET D& & BT L
CHMPOD/\%(ZONEMH 11~14R) THEBRPHELITEY, LAUIGE TMAHDE 3285,
T HRULET DT D2 & (variation) IZCHMP2NFEATE 42,

FEAGRIKICOWTIE, YN EOBRY RN, > 7T VI T HPRACOE) & 235 F S
NDIOBEET2EH A,

EMADM TS TWDEIRMZRML 7 T NV OEL AT MIOWT, FELUT Tt A M a2 i

Questions and Answers on signal management

https://www.ema.europa.eu/documents/other/questions-answers-signal-management_en.pdf

(SRR

A Pharmacovigilance Risk Assessment Committee

B marketmg authorlsatlon holder (f43&E A 7E 7K R EUSG#)

C JR3CIT s T OET OBV 1T ES T Tl R IR B S SNBSS BROT 2o E2TH
htl:i%imdDJX%%ﬁénﬂ%ﬁ) AFRFTITEM L, GRIE)

P Centrally Authorised Product (H1 93825 5 2 CARRS LT R 3K dh)

E Committee on Medicinal Products for Human Use

F Nationally Authorised Product (- [E % 7 )7 2 CHRGRI N2 R 3R )

G Co-ordination Group for Mutual Recognition and Decentralised Procedures — Human


https://www.ema.europa.eu/en/documents/prac-recommendation/prac-recommendations-signals-adopted-28-31-october-2019-prac-meeting_en.pdf
https://www.ema.europa.eu/en/documents/prac-recommendation/prac-recommendations-signals-adopted-28-31-october-2019-prac-meeting_en.pdf
https://www.ema.europa.eu/documents/other/questions-answers-signal-management_en.pdf
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B ERUGT I B S SN ER N,
1. B HeEHEZRS (iron sucrose, iron carboxymaltose, iron isomaltoside, iron dextran,
sodium ferric gluconate) (VM3 41 CAPP LAS})

OBREML T TN EUTRESNI A EEL TR R HE

PRACIE, MAH ) BEEHEN - IE RS SO IR B0 T — 4, 7ebONI ST B 15
NI T L AZ T U RE R, B RS 85 A 3 5 o EKounisfE R EE DEIIZ 157
72K REBAFRDMFAE T HEL T, iron sucrose, iron carboxymaltose, iron isomaltoside, iron dextran,
sodium ferric gluconatez & 1 9~ 54 [ 3K i D F i JU S B F A FLHE T D 2 LICRE LT,

L7=723-7C, iron sucrose, iron carboxymaltose, iron isomaltoside, iron dextran, sodium ferric
gluconatez & 4 754 E I OMAHIZ L, B fE HRUGET D72 D% & (variation) ZPRACD
S ONFE%2D A LN T 23585 Lz,

OB ERBGTICEI I 281ERNE

BLALAEEL (SmPC) '?> “Special warnings and precautions for use” (K¢l 725 I L OME A Lok
E) O “Hypersensitivity reactions” GBS ) D IEIZ KounisfE fEfE (D dEA 5| 42k
D&HDHRANET LV — MR B IREHE) (2T L7l BSOS OFE B 23 S S Cng | D A
BN 5,

“Undesirable effects” (2EL<72WWEM) @ “Cardiac disorders” (&) OIEIZ, HEEN
known” &L CKounislEEREZ B INT 5,

IAITER
O©lron sucrose (& BEL 8%, Saccharated Ferric Oxide, $%/%:Z M2 M iG] [EPN  F 723 1
AN T
% 1ron sucroselZINN44 Tl372<, USANIZLHZ L,
©Ferric carboxymaltose (#7 /LR~ /L h—R5 8k, SRR Z M M IRREH) [E N : i ik oe 7k
P35 (2019.03.26) TSN FETE Y
XJFSCH Diron carboxymaltosel ZINNA, TIEZ2u,
©Ferric derisomaltose [k /K Z YE& LIRS [EIN : B % H (phase 111/2019.11.068(F) #EFh: 36
UIA/
S JESCH Oiron isomaltosidel XINN4 TIEZR,
O©lron dextran [#k /K Z PEE MRS, FE 58

|

N R AN VR S (Package leaflet) b 2 AUICHEC CeET M F &z, (BRI
I summary of product characteristics
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¢ Iron dextran/ZINN4: Tid72<, USAN, USPIZLAFKEL,
©Sodium ferric gluconate complex [#k % Z P42 L 1R ) HEoh - 3 72
$Sodium ferric gluconate complex/ZINN4 TiZ7e<, USANIZ LD FRL,
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eEstradiol: MTF (male-to-female transgender) FA3E TORV BRI BB

Estradiol and testicular cancer

Health Product Infowatch — October 2019

1HA1 H :2019/10/30
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/health-pro
duct-infowatch/health-product-infowatch-october-2019.html#a3.1

Health Canadald, —ALD/7 LA 21T TV 238 O MTFHEE AT O RS B OIE G %%
Fico BE XA AFREEZ T HE TR CTh o7z,

BENL, M8, R, 7 kgOERERD, BLOREFERICIVKEREZZ 2L, BEIL,
estradiol ¥ . U'spironolactone =, BB LMESEAT T D720 OFRVE IR E157 A [H
2T TN, MO EFEIIME AL TROT, FEE ORI B KOG K320 o7, BRI
BTN, BAIEBOME H 72, 7 va— B RUTEN ThoTz,

A DORE R, AR N LD BTz, CTIRAEIZEY, fHREHOWZE, BLOLKEEL
PEO R NENFENEIE AN A Tz, ST, I E RIRGEE IR M ARIE 36 L OWEERY o/ HiE KB FEBLL
TV, B~ —H—IE, AFPCH32.5 pg/LAii, B-hCGPA32526 IU/L, LDHE5294 U/LClo-7=,
JEI L, A7 —NICO M (Tx, N3, Mla, S3) *1LpfHshnT,

DaltepariniZ LA HTEEERIE N B IA S, Yk Thleomycin, etoposide, 33X UicisplatiniZ ka1t
FIIENREI TSIV, VBRI RS T, ALRRIEERA — VT Lictk, BB AR
BB A= T 7o, D% OCTIRA T, BIEBEIZIEE O DA LD LIV, B O, X
OBV AT D, GIBRITHELSES N o727, 34 A B OPETHR A LCTHRAIZ LV
DOFBBEEI TN,

{EEFIEORK T 1%, BVEAAREN SN, BEITE, = AN AREI O ARE D

A male-to-female transgender: ZE# RN IZ B D H KA R0, M HFRITZMETHY, LU TELLTWD/
HOTZEEFLELCODMEA GREE)

B recreational drug RSO & TEUHS DI, MkEmEE, BIENT v/ 72 8% G e GRIE)

C alpha-fetoprotein (a-7 =~ 7B 7 1)

P beta-human chorionic gonadotropin (& MK EM M IR ALV B BT =)

E lactic dehydrogenase (FLE& ik FE%ER)

F positron emission tomography (7R b Wr @ fik )


https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/health-product-infowatch/health-product-infowatch-october-2019.html#a3.1
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/health-product-infowatch/health-product-infowatch-october-2019.html#a3.1
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VA NSHDHZE, %i(ﬁ*ﬁ‘%ﬁﬁ%\éﬁﬁ‘éﬂ%ﬁ@%%)’k?ﬁ‘%ﬁi%ﬂf:o PUEEE S X dalteparin
HrbrivaroxabaniZZE B X7z, MDA DS~ — B — X IEF#EN THh -7z,
AFEBIOFEMILR SCTHRESILTNDY, Fiz, kDD, *”ﬁUO)FﬁJb:ZﬁJﬁHjéﬂ’bf’z vz
D2BNTNT B EHERIT, MTREZE Th-oTz,
Health Canadald, SMAIMET AR OEERNIAEDIGEIE DU AZITONT, ik fi B IZE =X
Vo7 BLOFHN 24T 5720, ERMEFE T LRBROIE S &8IS0 X55E 35,

X R
1) Chandhoke G, Shayegan B, Hotte SJ. Exogenous estrogen therapy, testicular cancer, and the
male to female transgender population: a case report. J Med Case Rep 2018;12(1):373.

https://www.ncbi.nlm.nih.gov/pubmed/?term=Exogenous+estrogen+therapy%?2C+testicular+

cancer%2C+and-+the+male+to+female+transgender+population%3A+a+case+report

2) Kobori Y, Suzuki K, Iwahata T, et al. Mature testicular teratoma with positive estrogen
receptor beta expression in a transgendered individual on cross-sex hormonal therapy: a case
report. LGBT Health 2015;2(1):81-3.
https://www.ncbi.nIm.nih.gov/pubmed/?term=Mature-+testicular+teratoma+with+positive+est

rogen+receptor+betat+expression+in+a+transgendered-+individual+on+cross-sex+hormonal+t

herapy%3A+a+case+report.

3) Hannoush ZC, Ayala A. Estrogen exposure and testicular choriocarcinoma: case report of a
male to female transgender patient [ENDO meeting abstract]. Endocrine Reviews 2016;37(2
Supplement).
https://www.endocrine.org/meetings-and-events/endo-annual-meetings?id=26736

B2ERBRR

1 RE B O TNMS3 48 (UICC ([EIBR A3 AU 5) [ B8R 1 200 74E ) I v, TR RIS 12>
WL, Tx:ARTE IR B IR AR AT, SEIRY L SEIER I OV TIE, N3 KEEA5 cmid
DV E B HY, EIRERE IOV T, Mla: (B o/ SEILSNOY o SRR 72 13
DY, MAFIEL~—7—IOV\ T, S3:LDH>10 X IE4 i LR, hCG>50000 miU/ml,
EI-ITAFP>10000 ng/mIDHE, 158k FICEE S5 ZE2R LTS,

IAITER

©Estradiol (= ARNT A — )L, JUARLEL (mANEA L), IMER/VE LK) EN R 5255
ok F8 58 1%

©Spironolactone (At /5 7k (P), T/VR AT L AEHIEE, & ML E RIS [HN 3885 e
Gh FETCH
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https://www.ncbi.nlm.nih.gov/pubmed/?term=Exogenous+estrogen+therapy%2C+testicular+cancer%2C+and+the+male+to+female+transgender+population%3A+a+case+report
https://www.ncbi.nlm.nih.gov/pubmed/?term=Mature+testicular+teratoma+with+positive+estrogen+receptor+beta+expression+in+a+transgendered+individual+on+cross-sex+hormonal+therapy%3A+a+case+report
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https://www.ncbi.nlm.nih.gov/pubmed/?term=Mature+testicular+teratoma+with+positive+estrogen+receptor+beta+expression+in+a+transgendered+individual+on+cross-sex+hormonal+therapy%3A+a+case+report
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	 2019年10月28～31日のPRAC会議で製品情報改訂が勧告されたシグナル（iron sucrose，iron carboxymaltose，iron isomaltoside，iron dextran，sodium ferric gluconate）
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