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[ #*MHRA (Medicines and Healthcare products Regulatory Agency) ]
e Drug Safety Update Vol.11, Issue 11, June 2018
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o Denosumab[’ Xgeva’ ] :"B B MR IE D5 COME H P IEZICERIRIIICE R m vy
DIAIEDIFEBLT DAY oo 9

INIHS EHGZEMEFRIIL, ERLTERFMOUEIN O 72 55 HEEE - E R EI 25 D38 (5 S B3I B
DOLEVEFE WAL - RFIL, BEEEEZONAEREFER E2IFEN LD T,

(OO0’ ]oOOOIRYFEICHITDIRFTEA ZRL, EFEHFEIFEAIEL TMedDRA-IZEHL TV ET,
W55 - HREDfERR, < DO FLHLIZ-SVTlZhttp://vww.nihs.go.jp/dig/sireport/weekly/tebiki.ntmlz =2 BE 7250,

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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o O 2 fbenzocaine & A B (OTCE) : EE CESLHL 2 BTN O S MIKEE DI RS
Oral Over-the-Counter Benzocaine Products: Drug Safety Communication - Risk of Serious
and Potentially Fatal Blood Disorder

MedWatch Safety Information, Drug Safety Communication

1HA H :2018/05/23
https://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProducts/u
€cm608612.htm

https://www.fda.gov/downloads/Drugs/DrugSafety/UCM608424.pdf

FDAZX20114F4 H 7 B CTHAITZ4722-2DDrug Safety CommunicationAlZ&V, OTCH D
benzocaine & & # LA, A, BEOAT L —KIOM AICLE, FNTIZHLNEE CEIEMED
BENOHLAEFERPRESN WA EAEAIL T, ADrug Safety Communication|%% D5
R THD,

SO0

(Hh#r)
€ MedWatch Safety Information
CE K

FDAIZ, OTCHDbenzocaine s A HIEH LML 4, FLIEIB KO AT /NI 3~ & T
IRNZEITIEEE TS, £, ABIO2RU LD/NETOM HIZIRD LV EE R FIR
_uﬂﬁzéﬂfwé%é}, benzocaine 7 A & LS TR A 36 LON25% LA B/ NR D B pMili F CT&
HZEZOWTHIERML T2, Zhb0BiX, EERVAZELT-07 I, NN (FLIE
AR E) DIRIE CONKT 4y ML, o7z L THIFADDL TN THD, %Fﬁfﬁﬁ’%‘;‘?‘é'@&)é
benzocaineid:, i - DR EM &N LA T HIERZ 5 ST m R B 5, ZOSEIR
I IANEZ v MEEFERIL, AMmEENL, SHIEICELZELHD, AT v v ME

MBI ERRIAT THLHIEND, FDAITRIEEF XL, HLIRBLO2EART O/ N
@Ewﬁ%#‘f?@“étwmuﬂﬁﬁﬁom LI DWW, BRFED I IEZ5RRD -, REEATE

ZOFRIZUWED D o156, FDAIZZNOLO /G TG ORORSE 0 E L LT ETH
Do

FDAIZE7Z, i A BL U2l /N o 128 Flbenzocaine & A O TCHE D Bl ¥ 5 (2% L,
L FIRELL FOINCKRT T DI ER LT,

A https://www.fda.gov/Drugs/DrugSafety/ucm250024.htm
https://www.fda.gov/Drugs/DrugSafety/ucm250040.htm
*NIHS[E 3R 22 Ve S # [ KFDA]Vol.9 No.09 (2011/04/28)R02, RO3Z: R,
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o ARANES O UMSEIZ DWW T OEEZ BN D,

o TN A AR OIEEIMH AL, AR L O AR O/ NI
L2WIDIZBBLOBRBEE IR T57280, 2aa BT 5,

o ZNHDRMAIIRBLO2EARTEDO/NIHERA LRI BB LR EH IR T 57
b, A EOEEASRET T,

OF &

Benzocaine! X RATMKELEE THY, 1EECNABHIZ 31T 24110, U\DU@@, B LD Ak — IR
(ZREFN T 272D DOTCHLG DWW DN E A STV 5, Benzocaine 52T 7 VAl 27—
#l, #OE, WA, he—FFI23&, [“Anbesol’ ], [ ‘Orabase’ ], [ Orajel ], [ ‘Baby Orajel’ ],
[ “Hurricaine’ ], [ ‘Topex’ 172E Dpsdh, AT 77U R, BIOW =)o 783 IRGES LT
W5, RPTRFESE OAL 23K 121, articaine, bupivacaine, chloroprocaine, lidocaine, mepivacaine,
prilocaine, ropivacaine, tetracaine?’>®%,

O &

FDAIZ5 | EfiZbenzocaine s AOTCHD Z ML AL E=4—L, 5%, LEITLGLT,
B E A LD T E ThD, BHTHFRPHIVL—RITART DT ETHD, FDAIZL, benzocaine
EHOTCHRIZBEL TREEITo7- BTN X, W5 230 JRFT kI3~ COML T IF I
~EZaE v MIEIC BT AR R L L7 S A R T D LR T,

OBBIUEREE M ITEE
KE/ N RS2 (American Academy of Pediatrics) (LA T OHELED BIZfigH 2 &,

° 12'§®*EVC%§L</J\L%®J@|;§I7&"\7\/4}»——-3/\?—50
o BV AROEBHOI LSS AT,

WP AT AR ER A, 200 THIRO OBt i CLES 728, A T2V, FDA
XLLRT, BBL O BT E KL, /NRICHRAL S — 85 O A i e 2 5 2 72\ )0 KO 1 B
FLL7=C, BN TO AZEPIR OAERTRRRICIE, ARz &K D 0 TR, OTCOHH A
HD, ADOFENIEIZOWTIE, L FDXH7e7 AU B FHERTZ (American Dental Association)
DHELEZHED Z &P,

o WHRIDEZATHINICZ TS
o BEHFENOITS,
o TNETHAL T AERAERLDOIARNAES,

B https://www.healthychildren.org/English/ages-stages/baby/teething-tooth-care/pages/Teething-4-to-7-Months.aspx
C https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm538684.htm
D https://www.ada.org/~/media/ ADA/Publications/FilessADA_PatientSmart_Mouth_Sores.pdf?la=en
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o TRTOIXZH O HEZRET D,
o TN a— LOERIIHEEIZEED D,
o OFENTINEALIZES WG AT ERHEE 2T 5,

OYHEE W T BV
M e PNYR O 15 I ”benzocaine B i 20 FH L COVATEE F 1T, AR~EZ 1t U fUAE O18E « JEHR
NRBLIZGE, EHICERIORELZZ AL, e JERICI, KE, 0E, TUERE AR,

IR, HEIZEE TS, BUIN, #57, SHEL, B8, BEE.S0 50, e 75%60 Ab~ES
2B ME O - JE IR IE, benzocaineff %, 2oy ~1, 2RI CEINAZENH D, WO TOE
HTH, 2l B IO HTH, IEREE T D R[REMENH D,

OEBIEFE MBI E

BFIAMEZ BV IEN R BT 2 TREMEIC DWW CHEE AR 5 2, RIFTELSE O F &2 HELE
FINTT T DBRIE, AMSET B M DEE - SERIZ OV TIRZ D28, HiE., ””ﬁiﬁ,
ISR S DOIFIR 5 D35 B, DIREBEBE, B 281385, AT BE v IIEICK
EBICE IR BIEIRICE DA 3 E O, 1GF R RREESE A L C b\é@fﬁﬁé%ﬁci, A
"B BEVIEDY A Z /MU T D3R A7 A28, B2, AM~EZ mE v ED gl
B SEIRBFEHL CORWNEEEE=F—T 5, AIRETHIUECO-AF T AN ZH D, A
FL T N—T2EOfFE R O - AP THIATELIOAEL TR LR ETHD,

@ Drug Safety Communication
OF —FDEHK)

FDAIZZ DV AZIZONWTRERE=H) 7 %{T->TEY, 19714 LI, 40041 2L o
benzocaineBiE D AN~F 7 B MUIEDEFIA, FDADOA FEHLHE L AT A (FAERS) 87 —4
NG SNTD, FFEF R TR ESNIZE > TWD, FDAIL, 2o aMIZET
HUAZ ORFGEHIE =27 DO—BEE LT, 20094-2H 26 H ~20174-10 ] 6 H [ZFAERSIZ#
ST FETNLE Z2 S0k [ H & 37211941 D benzocaine B 0O Ah~F 7 m e L JE 2 FE AR L
720 ZDOIHLI6HI TR E S TIY, A% 1H ~85i% Th o7z, 2201318/ A T D EH T,
Z DB IFNT 25 AN D B Th o7z, WA STV -benzocaineD i FHBE 1L, #RIE L=
a—fR A 35301 (45%) THY, EDMDIEFITEh>TeDix, NHREMRE, %, AENE, K
BT 2—THAIEIR A Th o7z, HIPENR L LS L723061 (25%) O HIZIX, B, A
(teething) , MAMESRE, KRG HHINICIED TR 7, Wil 2L, BARBZDERA RSN T eboh
o7, LYEFIDS HKIZSr D2 (7541) TIE, i FHZ41 TV 7zbenzocaine i it | LRy FT FH A7 L—H#ll
ThoT-L BARICH S SN TV, 27 —FIDWIZELAH ST =AIB T O e A2 Ll
Th-72 (2041)

E FDA Adverse Event Reporting System
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FAEHNFAB Tdo7- (FLIELHI, B A3 . 119610553641 (30%) Ti, HE SNz AMES
2 AEFIE30~55% Cdh o7 (EFEITAIL~2%) . 1761 (14%) TiX, AN~EZ BE U fEIZ55%
UL BT, ZhUTEma &g i e 2L T& D, K OFERF] (9541) TiX, AR~EZmE
MIEIFATF L TN —ZEBE RSN LRSI TV e, AF L 7 —IZ R DIRIRICH b5
PR LIZBEB,

FDAIZ, benzocaine B D AR NEZ BE UV MIED VAT IZONWTEIBIZHLNIZT 5720,
benzocaine & lidocaine D A~ ~E 7w A AE A L T Sin vitro B BR A E R L 722 *1,
Benzocaine 500 uMAER2ifil SEMTFOIN L RU T %55 (S9) & EHIZERF AL FaX—RLTz &
A, MANETBE LV DARNNE BE T40% L, E RSz, FIC S T500 pM o
lidocaineZ§HAli L 7= L2 A, AMNET B NI E RS2 -T2, TSI, lidocainen»t FE e fk
IR DELBPETH DXLV LR DK FEREDMEL 26D, 500 UMDF T UL 2 [BHE
UM ESIEEBITALF 2 —R Tz, ZOERMFT, AT BE U EITSREH TRI5%E o7, Z
NHEOFERICHE-3E, invitroTltbenzocainelXlidocaine 07720 %< D AT e L A A
5L, in vivoThbenzocaine® i A ARNE S BB LA E R LR TN THAIEFDAIL L
7

X R
1) American Academy of Pediatrics. Teething: 4 to 7 Months.
https://www.healthychildren.org/English/ages-stages/baby/teething-tooth-care/pages/Teething-4
-t0-7-Months.aspx. Last Updated October 6, 2016. Accessed May 15, 2018.
2) Hartman NR, Mao JJ, Zhou H, Boyne MT, Wasserman AM, Taylor K, Racoosin JA, Patel V,
Colatsky T. More methemoglobin is produced by benzocaine treatment than lidocaine treatment

in human in vitro systems. Regul Toxicol Pharmacol 2014; 70:182-8.

A E

-FDA®benzocaine BEH 1 A
https://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/
ucm273111.htm

2EEH
k1: CHER2TEE S (FDAD AL 7)) M3t LTV Sbenzocaineds L WUtlidocaine D i A% — A%
LUTFDLEBYTHD,

Fia~EZat s Iz GO B AREZ aE O HR (%) (GRIE)
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AT J'[/JJD?K T ﬁ‘f’-ﬁ-raf\ N-_f"t‘?‘fl/-lﬂéﬂ'i;j@ﬁ%'i;ﬁ

(@] /
N
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HoN N NT L R A

. T AT LN Sy R S
Benzocaine N\ Acetylbenzocaine v
\L P450

Benzocaine hydroxylamine

2% X 1: BenzocaineD {3
ZDOHIT, invitroFER CThenzocaine L [F % D AT B e A R BEE 7R LT R EH FEW) 1 X benzocaine
hydroxylamine/= i} C& 7=, (3Cik2L9)

Z DO AL H EY

oty T
N
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o L P430

CH, CHy
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\L Ik 5y g

CHj3
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—> Xylidine hydroxylamine
CHs
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\L P450 P430

4-Hydoxyxylidine

—> 4-Hydoxyxylidine 7 /L7 A fida 451k
VAR A

22 LidocaineD {3t

@ BETANIHSER L LM EH
[ kEDA]Vol.12 No.16(2014/07/31), Vol.09 No0.09(2011/04/28), Vol.04 No.04 (2006/02/23)
[ 774 Health Canada]Vol.10 No.10(2012/05/10) , Vol.04 No.25 (2006/12/14)
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©Benzocaine (72 /%2 B &M —F /L, Ethyl Aminobenzoate (JP), XU /7T LTI ZEE
fiz=5 L, Ethyl Piperidinoacetylaminobenzoate, J&jFTHRIELEE] [EI N : R 7E 7% WSl J8 72k
MEWNICT I ZBEFRTTF Ve E e OEREERHD,

©Lidocaine (VR (JP), ¥aFEUR A2, Lidocaine Hydrochloride, 73R J5 A ik )
EN:F T80 MBSk He
NEWNICIXIR A28 Te AP AZRIT 20,
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[ ZEMHRA ]

eDenosumab[ ‘Xgeva’ ] : BER % 1O AT MR IERE B CTOM ATV TzoledronatelZ b
R RS SHHRICRETIIRI OBV LN BRRRT —% TRahiz

Denosumab (XgevaV¥) for advanced malignancies involving bone: study data show new

primary malignancies reported more frequently compared to zoledronate

Drug Safety Update Volume 11, Issue 11, June 2018

1B H :2018/06/22

https://www.gov.uk/drug-safety-update/denosumab-xgeva-for-advanced-malignancies-involving-bo

ne-study-data-show-new-primary-malignancies-reported-more-frequently-compared-to-zoledronate

https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/718691/DSU-June-P
DF.pdf

B2 O AT IR B ES £ X 2 BB R COEBE FRAO FIHEIELLT,
denosumabl ‘Xgeva’ ]%T&E&éﬂf:$%f‘ %, zoledronic acidz % 5-SAVIZ BT HE A, RIS M
PEREIG DS BTHIZ I AT DU AT DR W ZEDHES AT I LD RS Tz (UEM O B ARITEN
Z, 1.1%, 0.6%) . Denosumabd» 2\ Midzoledronic acidD$% 5-1% (2B IR 4B L= EVEE S O
FFECoHEIS, TRRERIC R DRFRI 0 R — AL AR T2,

OO0
ORFBMEEM B O HIEIY RS
SHHEUIC KD ERiSH 7= [ Xgeva’ IOV E 2 —D#k R, ST EMNUETSN, BB o it
TP £ I R B RO R N BB IO T, BEERESOTFEESL L
G AR PE M RIS S FT RIS AE T DU ARZIZ DWW COREHEHM B IS, Tz, ZOUAZZ

A skeletal-related event
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B9~ 2 =B AE S8 ) Tl Fn BB AR ST,

B 2O WA T VM NES S 7213 FE M B R 2 6 B L L7242 D G NI BRI DU T
AR AT o Te i R, 2040 —HERIEICLD — RGO HIFE i, [ Xgeva’ ]
(denosumab 120 mg# A 1[A]) & 5-3 41 7= B3 T, zoledronic acid (4 mg# H 11a8]) Z ke 5-Zi7=
BT, RIS MM NS O BT A D D3 7 > T2 ZE BT IR 5T,

RS VEREMEIR G OB B A1, [ “Xgeva’ DR FBF3,691 A 1154 A (1.5%) (W HifH o
il :13.8% H ; #il# : 1.0~51.74 A ), zoledronic acid?>i&¥# #43,688 A 133 A (0.9%) (B
O JfiE:12.9% A ;%P : 1.0~50.8% H ) IZAHiv iz, VFEM O R AE% 21T, denosumab Tl
1.1%, zoledronic acidCl30.6% CTd 7=, Denosumab& 5\ vidzoledronic acidD$& 5-1% (2T HIC %
AU VRIS O FRERRC A0 M, TR RIS LD RFR 72— 3B DR -T2,

OF &

Denosumab 120 mg[ ‘Xgeva’ 1%, ‘BB 2 LI MES THAEMENRIS 721 X2 M B BEIE D Rl A
BECTOFBEES ORrEdr, BRI T 2RO G, FFiiEE, BR324
FAR) D FE BN 23 s &3 D,

Denosumab 120 mgixE7-, B AN B I OVE DN L 7o R B 128155, UIBRARHED, £
T IXANEHBIBRE L2 A S O %R EAE AR D AT REME D @\ Ve B AR IE RO 1R S &5
(Drug Safety Update 201846 5 52 #EP)

Denosumab 60 mg ([ ‘Prolia’ 1) 1%, ‘B HIERE B L OVE ML ORI E IS ET 5, #ISIZ DOV T
DFEA TR A ZE (SMPC) B2 S [,

BEER
I SLH ANV DEIE A DOV (black triangle) ~— 2712 DWW, PRt AR, IBLUNIHSEIE
i 22 A VERE SR 9EMHRA]Vol.14 No.08 (2016/04/21) 2 & -

https://www.gov.uk/quidance/the-yellow-card-scheme-guidance-for-healthcare-professionals

O BEETAONIHSEIR B LZRMFEHR
[ %74 Health Canada]Vol.13 No.05(2015/03/12) (Denosumab 60 mg ([ ‘Prolia’ 1) (2 L5 HEME:
DY AR)

B 201845 H 16 H T ‘Xgeva’ ] DIRFEEZ BRI STz,
https://assets.publishing.service.gov.uk/media/5b2ccd01ed915d587f69eec5/Xgeva-DHPC-1605_signed.pdf

C [“Xgeva’ ]?»SmPC (Summary of Product Characteristics) D411 :
https://www.medicines.org.uk/emc/product/4675

D https://www.gov.uk/drug-safety-update/denosumab-xgeva-for-giant-cell-tumour-of-bone-risk-of-clinically-signific
ant-hypercalcaemia-following-discontinuation

* NIHSE 3£ 5 22 2 VS R [ #5MHRA] Vol.16 No.17 (2018/08/20) (A5 p.10Z: /4,
E [‘Prolia’ J®>SmMPCOH A  https://www.medicines.org.uk/emc/product/568/smpc
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©Denosumab [7 /A~ (&{x-#L#2% ) {Denosumab (Genetical Recombination) }, HTRANKL
(receptor activator for nuclear factor-kB ligand) ENgG2E /7 m—F /L HURELA, B HFRIER
WIEN T 1o FEoe v

©Zoledronic acid ('L R fig/kFi¥, Zoledronic Acid Hydrate, B AR AR % —~MUH|, B HLEZ
FETRIREE) [EIN  JE e Vst JEoe v
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[ ZEMHRA ]

eDenosumab[ ‘Xgeva’ ] : ' EMBEDTEE COM A H L& ICERRINCERR® AN Y AL
IENFEHTDHIRY

Denosumab (Xgeva ¥ ) for giant cell tumour of bone: risk of clinically significant

hypercalcaemia following discontinuation

Drug Safety Update Volume 11, Issue 11, June 2018

1HA H :2018/06/22

https://www.gov.uk/drug-safety-update/denosumab-xgeva-for-giant-cell-tumour-of-bone-risk-of-clin

ically-significant-hypercalcaemia-following-discontinuation

https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/718691/DSU-June-P
DF.pdf

B B BEIE DRI T, denosumabdfifi H H IR 12 @& L o I IUE O 18 « SE TR A3 B
TRV EEZE=X—3 528, fEH P ISR KON A ZIZE LT AIFEDY SR
WENFEBUIIER N HRES )5,

OEENEHEERITEE

o B EMIIED IR IZISNT, denosumabd i H 1B KOH A #4142, BEIRAIICE K@
TV ISE (7 027 SE DY 237 RELSR) 2338 BLLU T E BN s S Cund,

e Denosumab® i il 1 IET2 (2, & /Lo AUGE D SER BB TORWNEE EZE=
Z—L, MGV LD FEBFATO ERiZ T, BE VT LB X DA
FoFTAUEYEZHOWTRELEITIZE,

o BFITKIL, @AY AMIEDIER A RE T LIOE T 528 GERICOVWTIREE S
)

o


https://www.gov.uk/drug-safety-update/denosumab-xgeva-for-giant-cell-tumour-of-bone-risk-of-clinically-significant-hypercalcaemia-following-discontinuation
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o BH& AR R T Ddenosumabd i T HESE XL TR,
e Denosumab, &AW\ IO E H GO LD BN DO NAE ER ST, Yellow CardAZ4r
LTS T52L,

OB/AN LY AMIE DI R OFES]

B EAIEEO RN BE, BLOVE DRI BRI LI O 5 42 B B4 <t G & LT R 3t
B C, ABtagid s, 2MEBREEL S ORI E K2 @ 2L AUE ORE B A3 H A S
TW5Y, DenosumabdD i i H 2B 5 KA A & ISm V3D AMSED U AST RELR A FEELL
T2 HESIL TS (FREFIOFBNICRYEZ S IR) . F7, KES O EK LA FERISHE A
T L& UTIERIRE L o7, ZEE D Yellow Cardy A7 AIZ1%, Z>denosumab BEE o [ 3 5
A E S EFNTRE S TR, MEBEANCERR T5Z R ELL,

Denosumab[ ‘Xgeva’ J®OSmMPCEAET =4, ‘B EANEDTER COMEHF ILZICm LT
ANMIENFELT DV AZICOWTRMI Tz, 2O A FF 40 5 8L 1% “uncommon’
(denosumab® i F Fe# 100 A&7 VI AR ZHBL T DEHEE) Lo TUVD,

BT SMUIEOSERITIE, W EO 0¥, 57, HIRIREE, $5EL, £ h X, 5%, i
O, WM, L, fE, BIReE oD,

BAEDIARFAR BTV T, denosumabd s H I $2 (T RE PR AU B R AR @ /L3 0 A AE
NREBLTDVAZTEEIC SN TRY, Z0 Lo BE LM T denosumabd i 1T HELES LT
720N,

<DenosumabiZ 2T

Denosumab 120 mg[ ‘Xgeva’ 11, ik A B, BLOVEH S RAL- EFEY LI FFERBEIC
BITD, UIBRABEDE VAN EIBRIZ KO EE D% IBAEA R D ATREME DS @ v Vi B R RO 15
AW LT D, FERIIISMPCAZ HRD,

Denosumab 120 mgi, ‘B HB A (1O THE IR S 46 L OV 3 M B H i C oo B 4B
FBhb 1% (201846 H f-1Drug Safety UpdatedD J55 M L p: i o B B R E I B 42 50 5
e SR

DenosumabD s AR A1 /L2 D A MUIED VAT G 1D, AR D S MUSE, {88 BE AR T2 250 [
TRIATHZENZ VN, ZNLIRICRELT 52855 (Drug Safety Updated>20144F9 H 11633

A Yellow Card Scheme: J&EDEIMEHME T AT 4, 3L, https://yellowcard.mhra.gov.uk/ ZZH,

B skeletally mature adolescent

C Summary of Product Characteristics (i f i 22)

D https://www.medicines.org.uk/emc/product/4675/smpc

E skeletal-related event

F https://www.gov.uk/drug-safety-update/denosumab-xgeva-for-advanced-malignancies-involving-bone-study-data-s
how-new-primary-malignancies-reported-more-frequently-compared-to-zoledronate
NIHSE # fh 22 2V [ #MHRA] Vol.16 No.17 (2018/08/20) (4<%5-) p.8%: [,

G https://www.gov.uk/drug-safety-update/denosumab-updated-recommendations
*NIHSIE K i 2 P RE [ 9EMHRA]Vol.12 No.21(2014/10/09) 2 &,
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https://yellowcard.mhra.gov.uk/
https://www.medicines.org.uk/emc/product/4675/smpc
https://www.gov.uk/drug-safety-update/denosumab-xgeva-for-advanced-malignancies-involving-bone-study-data-show-new-primary-malignancies-reported-more-frequently-compared-to-zoledronate
https://www.gov.uk/drug-safety-update/denosumab-xgeva-for-advanced-malignancies-involving-bone-study-data-show-new-primary-malignancies-reported-more-frequently-compared-to-zoledronate
https://www.gov.uk/drug-safety-update/denosumab-updated-recommendations

NIHS [E3E 52221 ) Vol.16 No.17 (2018/08/20)

FU20124F10 A (HOFEFEE S M),
Denosumab 60 mgl[ ‘Prolia’ 11, ‘B HLERERS LOVE B L DOIRIEA B IS ET D, WIS IOV TO
FEMIXSMPC' 22 A,

X R
1) Uday S, et al. Osteonecrosis of the Jaw and Rebound Hypercalcemia in Young People Treated
With Denosumab for Giant Cell Tumor of Bone. J Clin Endocrinol Metab 2018; 103: 596-603.

ZEHW

% RS ANV DIEIELA DV (black triangle) ~—271225WTE, TRtt Ak, BELUNIHSEIE
ih 22 V[ MHRA]VoI.14 No.08 (2016/04/21) % 2 :
https://www.gov.uk/guidance/the-yellow-card-scheme-guidance-for-healthcare-professionals

X OF

& BBE T ANIHSEE G Z2MHIFH
[ 774 Health Canada]Vol.13 No.05 (2015/03/12)

IAITER

©Denosumab [7 /A~ (&{x{-#L#2% ) {Denosumab (Genetical Recombination) }, HTRANKL
(receptor activator for nuclear factor-kB ligand) ENgG2E /7 m—F /L HiiRELA, B HFRIER
WIEN FEE 1ok FEoe v

H https://www.gov.uk/drug-safety-update/denosumab-monitoring-recommended
I' https://www.medicines.org.uk/emc/product/568/smpc
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https://academic.oup.com/jcem/article-abstract/103/2/596/4677375
https://academic.oup.com/jcem/article-abstract/103/2/596/4677375
https://www.gov.uk/guidance/the-yellow-card-scheme-guidance-for-healthcare-professionals
https://www.gov.uk/drug-safety-update/denosumab-monitoring-recommended
https://www.medicines.org.uk/emc/product/568/smpc
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