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Pregabalin (Lyrica): findings of safety study on risks during pregnancy
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H Patient Information Leaflet

I Medicines with teratogenic potential: what is effective contraception and how often is pregnancy testing needed?
I Pregabalin pregnancy outcome study : https://www.encepp.eu/encepp/viewResource.htm?id=36881
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1) Patorno E and others. Pregabalin use early in pregnancy and the risk of major congenital

malformations. Neurology 2017: volume 88, pages 2020 to 2025.
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Last accessed March 2022.

REEE#R
Antiepileptic medicines in pregnancy: new registry
e Antiepileptic medicines in pregnancy review (Drug Safety Update Volume 14 Issue 6 January
2021)

e Medicines and Pregnancy Registry

e Report from the registry

Further resources for prescribers

e UK Teratology Information Service

L learning disabilities


https://doi.org/10.1212/WNL.0000000000003959
https://doi.org/10.1212/WNL.0000000000003959
https://www.encepp.eu/encepp/openAttachment/studyResult/36878;jsessionid=ML0x22zr-2Ng5Es7_mV9KVmGbRlcmf1Pzj9hsMZMPVv7I4j9RdjG!-180077824
https://www.gov.uk/drug-safety-update/antiepileptic-drugs-in-pregnancy-updated-advice-following-comprehensive-safety-review
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/950307/Jan-2021-DSU-PDF-pub.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/950307/Jan-2021-DSU-PDF-pub.pdf
https://digital.nhs.uk/data-and-information/publications/statistical/mi-medicines-and-pregnancy-registry
https://files.digital.nhs.uk/16/620B57/MedsPregReg%202022-03%20Report%20FINAL.pdf
http://www.uktis.org/

NIHS [E# 2225 Vol.20 No.13 (2022/06/23)

A
©Pregabalin ('L 773U, v- 72l (GABA) 758K, MR FEEMEEFIREIE, JuCAMA
FEIEN FEIEH A FETE v
KIEN TIETANADBEINTIR N, T LT ) AR FF SRR D AT S F 35 Th
ARVVE
©Lamotrigine (7ERNF >, FLTADAIE, BRI [EN 5789 oL 82
©Duloxetine (7 =X F e, Duloxetine Hydrochloride, ERh=>"+ /L 7 FLF VU FHL

DIAZABLTEHE (SNRD) , HL903K, FIRIamR [EN 3850 ot JEoeik
.e
/NH2 ol N_y H O
CH H ~
3 ““‘ con COZH | - J\ S N /CH3
HaC 2 HNT SN OSNH, N\ H
Pregabalin Gabapentin Lamotrigine Duloxetine



NIHS [E# 22258 Vol.20 No.13 (2022/06/23)

Vol.20(2022) No.13(06/23) R02

[ 3MHRA ]

eDenosumab 60mg[ ‘Prolia’ ] : EERE VNV ULMAEDIRT DI, 18 AR D BEIZITME
A _ETIEFRN

Denosumab 60 mg (Prolia): should not be used in patients under 18 years due to the risk of

serious hypercalcaemia

Drug Safety Update Volume 15 Issue 10 May 2022

1HEH :2022/05/17

https://www.gov.uk/drug-safety-update/denosumab-60mg-prolia-should-not-be-used-in-patients-und

er-18-years-due-to-the-risk-of-serious-hypercalcaemia

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment data/file/10
76917/May-2022-DSU-PDF_V2.pdf

(P

IR A 2IEIZES 9% denosumab 60 mg[ ‘Prolia’ JDERFRFER, 35 ONRIZED® &SAME IS
BWT, BEENSEMELGLTEINA VT LAMENNLBIOEDLFETHESNTND,
Denosumab[ ‘Prolia’ ] 60 mgiZ, ‘B HLERE 35 L OVE DM OB ER D825 AN T O 237K
RSN TWDR, /MNEBI OISR O AT <& TIIAR,

(CIRCIRG

S ERNEFEM TS

e Denosumab 60 mg[ ‘Prolia’ |13, ‘B HLERIE I L OE DM O FRAMERDIGFEIEEL T,
AR (185 LA L) TOREH D ZAVEKRRSI T VD,

o BEMAARIEIZE T Hdenosumab 60 mg[ ‘Prolia’ DGR, F5 X ONRIFEDwE /M
FIZHBWT, BEENOEMEL T @AY AJEN/ NEBIOF M ETHESNT
WD, m Ve SELE, TR, Xk 5% BRI LIN ~E A £ T
I BLL TV,

*  Denosumab 60 mg[ ‘Prolia’ 113/]N a3 LN 85k At D 7 A M FH - _RETIEAR0,

* Denosumab 120 mg[ ‘Xgeva’ I DOUWTI, BRI HAFEOF EffaEREE To
TAPRIITERBD KRS TIRY, BRI (fDEISIZ OV THEE L, FRez ),

*  Denosumab<CfllD[E 3L LD B E B BN A A FHRIG D DY A 1X, Yellow CardAZ41
LTHRETDHIL,

O ERNEBFENOLBEEIBRBLIVOBEE ULADEEE
e Denosumab 60 mg (#7244 [ ‘Prolia’ 1) 1%, ‘B HERIE R L OVE DM BT DVAZ D |

A Yellow Card Scheme : 35 [E DA E A T A7 2, 5 LI https:/yellowcard.mhra.gov.uk/ %28,


https://www.gov.uk/drug-safety-update/denosumab-60mg-prolia-should-not-be-used-in-patients-under-18-years-due-to-the-risk-of-serious-hypercalcaemia
https://www.gov.uk/drug-safety-update/denosumab-60mg-prolia-should-not-be-used-in-patients-under-18-years-due-to-the-risk-of-serious-hypercalcaemia
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1076917/May-2022-DSU-PDF_V2.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1076917/May-2022-DSU-PDF_V2.pdf
https://yellowcard.mhra.gov.uk/

NIHS [EHMZ2VER# Vol.20 No.13(2022/06/23)

FI BOFERE VRS D72, RACHASNBEIRL THD,

o HATOAZEOME I CdenosumablZ LATEEE = F -/ NEB IO DO F AV ET, HE
TR VLT MAJEZFE B UTIE BB A5 TN D,

+ ['Prolia’ 1B SEZI TV BISHATOBE, BLEOLORERITREHL, 2O
DEIRIZDUNTHLS DRI EE IR T =& Th b,

e Denosumab 120 mg (#7544 [ ‘Xgeva’ JIZOWTIE, BASREALT- HDETOREDF
JESZOTRIRIINEREY KGRI N TERY, BTN (OB OV TH AT L, Fii
),

e DenosumablZ ENIGEFOT RCTOREL, BEHABR)— 7Ly BBLIOEE R~ A
B RA TR e 2 b BRI BT 2 A B O, ERE T T2
&,

(SRR

ODenosumab, BX ULV N E~DEEIZHONT

Denosumab 60 mg[ ‘Prolia’ ]€I%, PHRZ DR A 2ot KOVE T A7 05 @m Ol N IS 381
LEHERIEDIRREEINET D, £z, RHOR2E T VazalFafNEEESIT TR
F, HDOVNIRINLIE DT 7RV E AEEHFREZ =T COD A ORISR B (Wb Edr
YAZDI@EN) TOFRADTEDTERS IS EL TND,

Denosumab 120 mg[ ‘Xgeva’ IPi%, B ANBE, BIOEHOIKALZFOFEBEIZBITS, 1)
BRANEEDS, FI2IANBHIEIERE LI I5A (C B OB AE N TR D Al RENED @ Vi B AR O 15 7%
ZinE T %, 72, denosumab 120 mglX, SN CTOE D& HHES T I RIS 21D B B
FHRERIEHT, HIREITR T DS SEHE, FREEE, BRI 200 Fi) O Fiib
BWhnET 2,

Denosumabl, Al e il BEAR e 35 J OVl B Ml O 2R 11 12 HDRANK Z AR Z TR E 35/
ra—F Fik (1gG2) THY, B Z2MEIT2EHZA T2, ZICE-T, BMESHE KL,
BITLICL 2D,

FIRE ARSI HTEND, denosumabl LI /L2 AR EEDART (KA /LoD ALE) ED
BEEL A3 2 531 CV D (Drug Safety Update20124710 A £ P35 L TUR0144F9 A 0D Fe a5 M),

Denosumab 120 mglZ, ‘H EflafEBE 2B W T, {BEF IEZ O M A v o0 MR FE O EiE
(F 2D LMUE) EOBES O TWD (m /LD LAFEDY AT RELR) (TR M),

B Patient Information Leaflet

€ [ “Prolia’ ] SmPC (Summary of Product Characteristics) M3 h:
https://www.medicines.org.uk/emc/product/568/smpc % 2,

D [“Xgeva’ ] SmPC DA b https://www.medicines.org.uk/emc/product/4675/smpe %2,

E skeletal-related event

F https://www.gov.uk/drug-safety-update/denosumab-monitoring-recommended

G https://www.gov.uk/drug-safety-update/denosumab-updated-recommendations
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R EERTIE, NEB LT8R O F D EEIZI T, [ Prolia’ O EIMEREZ T T
DI P i VT ME A CTe LD A H BB MEBI7320214E8 H 26 H ETL22041 iy
S TVWDHIEAMHRAITRFRL TD, A IZIE, B RAED/NLEF OREF LEbIZ, il
DEFEXFRRBO/NEBE DIEFINE EN T, T2, 18RO BE T, HEPIEEICH
Ty MJEZ FEIE L T2 DS D E EN T2 (@AY AIEDY ST RS,

BV MEDRERITIE, WD A8, 2R, HIRIKEE, $EEL, £ K0, N, #
Fh, VK F2RE NS D, BIED E VLD AUENE, EERREE (AR EE), ShE, R
IR, DfFIEZ R SR ZEn B D,

Ot 2—RBIXUBIEO%ET

B OBRM DL E 2—TINHO HE E & V3w AMUEDTEFNIZ DWW CEHME AT DAL, /R
FBIRONSE AN D F DAL Prolia’ J & A T RETIH LW EWI B TOEEL IS
LI9BESNTZ, MHRATIE, ZOLE a—2RZ a7 — 2L LbITEL, "aniEw® (PIY) 2tk
Rl RETHDHETHRMICFERE L,

[ “Prolia’ JOSmPCNZ, B mA/L LT AMIEICE T 2L EVEDOREEND, /MBI U85
KR D H D H-1Zdenosumab 60 mga i -~ & TiIleW LV OEFE DRSNS T ETHD, E7o,
B EBRIZF T, RANK/RANKY R (RANKL) Y00 B2 A3 i & 36 J OV 0 i H o 3l .2
BB ATREME D RS2 E DG, BEICREHS LTV,

<{Denosumab 120mg: ERERBNICERRE AV LY AMLIE DY R

[ ‘Xgeva’ JOSmPCPIZIT, B EEHIOBEIZI T, denosumab 120 mglZ KAV H L%
DRI ERAL@ AN VT AMFEBBEAM OV A ELCREESN TN D, ZOVAZ D=9,
denosumab 120 mg®D i FHIT B #& AR D B IZITHERRES 720,

BRRAZ BRI V2T ASELE, ‘B DSERALT-H D ER IO A OB Bl E L 12
BOTHHE S TR, 1BR T IR EBOARM ~B A TRELT 5265 (S0 LMLFED
YR RELS), Drug Safety Update® [ ‘Xgeva JEm /LT AMGEDY ST U RELROUAT|Z

H Product Information

I Summary of Product Characteristics (%45 # %)
I receptor activator for nuclear factor-«xB ligand
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https://www.medicines.org.uk/emc/product/568/smpc

NIHS [EHMZ2VER# Vol.20 No.13(2022/06/23)

B oL F e K,

& BHE 35 NIHS EE R 2ME S
[#MHRA]
Vol.16 No.17(2018/08/20) RO3 Denosumabl ‘Xgeva’ ] :'& EAEIE D5 COfl H A IE#ZIZ
BRI KA AV 20 MEAFE BT DY A7 |

IAITER
©Denosumab [ 7 /A<~ GE{x 1-#H#t% ), Denosumab (Genetical Recombination), FTRANKL
(receptor activator for nuclear factor-k B ligand) E MilIgG2E /7 va—F /LUK, & W3]
[EPS: 3700 HEoh JE e
SIE N T, denosumab® H&#72360 mg?> 77V 7 ([ ‘Prolia’” JIZHEY) O X, B HIFRIE, B
iV~ F I BB OB A DHEITIHITHS, HE120 mgDT~—27 ([ Xgeva’ JIZFHY)
DT, ZHMEE IR LDE A M OE SR IC LB, & EMETHY,
T~ =7 DU SCEITERARRIVEM | OB AR T LB O & /L0 AUE | 25870
SH T (2019/03/19)

EIRZ ARG FA BT

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

nt-hypercalcaemia-following-discontinuation

NIHS [ 3 522 215 ) Vol.16 No.17 (2018/08/20) RO3 Z: &, (FRIE)

11


http://www.nihs.go.jp/dig/sireport/weekly16/17180820.pdf
http://www.nihs.go.jp/dig/sireport/weekly16/17180820.pdf
https://www.gov.uk/drug-safety-update/denosumab-xgeva-for-giant-cell-tumour-of-bone-risk-of-clinically-significant-hypercalcaemia-following-discontinuation
https://www.gov.uk/drug-safety-update/denosumab-xgeva-for-giant-cell-tumour-of-bone-risk-of-clinically-significant-hypercalcaemia-following-discontinuation
http://www.nihs.go.jp/dig/sireport/weekly16/17180820.pdf
http://www.nihs.go.jp/dig/sireport/weekly16/17180820.pdf
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