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Valproate: reminder of current Pregnancy Prevention Programme requirements; information

on new safety measures to be introduced in the coming months

Drug Safety Update Volume 16, Issue 5, December 2022
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https://www.gov.uk/drug-safety-update/valproate-reminder-of-current-pregnancy-prevention-progra

mme-requirements-information-on-new-safety-measures-to-be-introduced-in-the-coming-months

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/11
24612/Dec-2022-DSU-PDF.pdf
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A Pregnancy Prevention Programme

B Commission on Human Medicines

C “Antiepileptic drugs in pregnancy: updated advice following comprehensive safety review” (Drug Safety
Update Volume 14 Issue 6 January 2021)
https://www.gov.uk/drug-safety-update/antiepileptic-drugs-in-pregnancy-updated-advice-following-comprehe

nsive-safety-review
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G Patient Information Leaflet

H "Medicines related to valproate: risk of abnormal pregnancy outcomes" (Drug Safety Update Volume 8, Issue
6, January 2015)

https://www.gov.uk/drug-safety-update/medicines-related-to-valproate-risk-of-abnormal-pregnancy-outcomes



https://www.gov.uk/drug-safety-update/medicines-related-to-valproate-risk-of-abnormal-pregnancy-outcomes

NIHS E3 S22 Vol.21 No.05(2023/03/02)

valproatez i i 32855 5 O EA: L LT, Valproated4z[Rl#E~" 727 A (Valproate PPP) %3 AL7-,
MHRAIZZNODEANRE DL 705 A T-HL QD0 E 5 | S & BB I E =4 — L TT<,

OValproatelZ 5§57 —# DR EML B2 —

20224EZCHMIE, valproatelZ B3 22 ML B a—2% ) CitigLiz, ZOZ ML E 2—(12
1%, PR CDvalproate D A3V TWAZE, ZOHIZIZAEIRTF OEHALH -T2 52T
W7 =4, BEOBMERE TOBAERI AT 8-/ Hb & £ Tz, £-CHMIE
BE DvalproateDfilfi FLIR I, 725 ONZvalproate DU A WEEE O IHIZE BRI CDNZEE T
DEFBIOMMOBERE OZ ABRFLI,

2018\ THEHRIENEE 7 1 7T LANE ASHUCLARE, 2otk T Dvalproate Dl IR IT T L T
TWDH, I T IEEITA2->TEY, Kafkd DI LT TER (2022453 H O TR it LATIR
LVOAN—AL T T RIZBT H0~54m DL IETOH AN AT NICLD) . SHIT, 20184F
DI, 671 A fIZFATSIVCNWDT — X% HL2 bvalproate 2 AL 7 SAU T d b i3 sb LTua &l
Z, LUANORAT S (20224£9 A F%) KoL, 2021410 4 ~20224E3 A #iZL- P AT
T B SN =7 — X121, iR F I Zvalproatez AL SV T- 2 EEE 1T AN & FCU,

FFRIVE 2—TlL, BUTOREEHRICFLEI LTV DEIIZ, valproate s FH YD A FilRE A AKX
TSEDAREMENRHHE, F-Ziidvalproate D I H1 IEIZ IV EIE AIRETHHZENTE T L A
MORIITNDRE, ORIV AZIZBE T 57 —ZbgatS iz, EbIT, valproateZ % 5-3
NI HED BN TSR ~D A FEERDNMESN TODIET YR, AT YR, BIORRA %t
RELTZMENDDT —4, 72BNl valproate D =B Y = 17 ¢ 7 {EH B L UMK AR U A2 D Al HE
PEIZ B9 DI ERIR AR DD T — B RETSILIZ, ENCB W TINDDIRZ B3H LG NDT —

ZIFBRF RLUCROALTIRY, S % IBITHIEN TEIIL TN D, £z, LKBUZLDHEHZ LT
valproate|ZHREE SHV 7 AR R DERIFIZ BT~ 2% A M SRS T T Th D,

OCHMOD B E LHiT 720t ROy &

FREOZE T U RICH EDE, CHMIZvalproate D 22 &% K & SHIZ5RL T 5720, WD D
HIHEE S L QD ZNHOXHRIT, BEICEATEDL), BEOEREIZSC CA%RED
AT TEASND T ETHD, CHMOD FEHES )L — T I35 BiA KB L0, BRE &7
BB AT oT-1%, BADZAILZIZONWTHIE M TS, B AT, MR ATRE T D 2 MR A]
WET ST WG L CORW A BRE, BB IS s T 2 BT,

CHMIZ, SSmiARmiD S LD BETIE, 2 NOFMEIISL U THREFTL, Mo TaHIED M)

I Valproate PPPIZEIL Ci¥ L<IZDrug Safety Update Volume 11 Issue 9 April 2018% 2 it :
https://www.gov.uk/drug-safety-update/valproate-medicines-epilim-depakote-contraindicated-in-women-and-

girls-of-childbearing-potential-unless-conditions-of-pregnancy-prevention-programme-are-met

J

https://digital.nhs.uk/data-and-information/publications/statistical/mi-medicines-and-pregnancy-registry/antie
ileptic-use-in-females-aged-0-to-54-in-england-april-2018-to-september-2021

https://digital.nhs.uk/data-and-information/publications/statistical/mi-medicines-and-pregnancy-registry/anti
epileptic-use-in-females-aged-0-to-54-in-england-april-2018-to-march-2022

K



https://www.gov.uk/drug-safety-update/valproate-medicines-epilim-depakote-contraindicated-in-women-and-girls-of-childbearing-potential-unless-conditions-of-pregnancy-prevention-programme-are-met
https://www.gov.uk/drug-safety-update/valproate-medicines-epilim-depakote-contraindicated-in-women-and-girls-of-childbearing-potential-unless-conditions-of-pregnancy-prevention-programme-are-met
https://digital.nhs.uk/data-and-information/publications/statistical/mi-medicines-and-pregnancy-registry/antiepileptic-use-in-females-aged-0-to-54-in-england-april-2018-to-september-2021
https://digital.nhs.uk/data-and-information/publications/statistical/mi-medicines-and-pregnancy-registry/antiepileptic-use-in-females-aged-0-to-54-in-england-april-2018-to-september-2021
https://digital.nhs.uk/data-and-information/publications/statistical/mi-medicines-and-pregnancy-registry/antiepileptic-use-in-females-aged-0-to-54-in-england-april-2018-to-march-2022
https://digital.nhs.uk/data-and-information/publications/statistical/mi-medicines-and-pregnancy-registry/antiepileptic-use-in-females-aged-0-to-54-in-england-april-2018-to-march-2022

NIHS E3 S22 Vol.21 No.05(2023/03/02)

FIATABFMER RN L2 CEL L TR LW RY, valproate Dl A B4R T R E Tl L)
HLTWD, BlffvalproateZ i I L TV D555 AT D BFE T DWW T, 2 AOFEFEZMSZL T
MRFIL, MOTEFIEN BN ETNIRFMEN RN, HOWTIAZBREZ Y LR LA LFEL
TR T RETHD, CHMPZNH DRI R O3 R A S5 AT & LIz, LR TRH I
valproateZffi L7256 DVAY, 38 LB MED valproate D FIZ LV A FERE DMK T LAFHY A
ZOEE TRLEWZD THD,

CHMDMENE L7tk SR EL T, A FHA~DZEE DB, HEMNEM OWE, EHRIEHE
DT 72k R 2 ESF L CWDNZ BT o E =4 7iifbie E03dh %,

BRIR EIXZAVECTLRIER, ZetE B ~DOHL TANAIKI T it T 28120, diRF ot
TANAIRIZET AL E 2— D RCEBZ (2T RETHY, Fizlamotrigine[ ‘Lamictal’ ] 35X
Wlevetiracetam[ ‘Keppra’ 113, —fXEEMIZI 1T DV AT LD bl T, e RIEXRBOVRY 5. &
DEEA RS TOVRNZEZ R ARBHICESRE TH D, F/ZMHRAIZL, 4R F Dtopiramate
DRI EIVAZUZBE L THHRAEL E 22— ThD,

OEIRELET 175 ADOBITF | EHE T LRIT T RbR0

ValproatedLUR[AEE 7 177 AT H | e & 52 RIS LT AUIR 620, ZHUTIE, F1El0ls
WO RELE, VAR EMNADEL S E4D, ValproateDfli FI BF 3~ TITXIL, £ HI ]
FIEIR L 72 Lo e G B ITE BICHMEICHEK T 580, TOIMSEL TBIRETHL, BIfE
valproateZ i | D FEF 1T L, BEENLOIERBRVERY, B CHIEr CEREZ R IEL7220nE
I E L2 iudzenrany,

< ValproateDiE)& s

Valproatel, FEEJE72E DIEIRSCMD AL Z L~V AR B O IRNEE L GRS AME S Tng
ZEEMHRAITFRFL T D, AL )53 [Lvalproatel ZfED U AV 2 JE L, valproateZ i )i A CfE L
7o, WIS TORERIZEE R, L 5EDOEENERD RN HLZLICEE T R&ETHD
(RIKFEIIZEI T HGMCND T A K L AO0% 5 M) , iR rTREZR Ze M~ D valproate DAL 7 - I,
ValproatefLUR[A1EE 7127 F MG TATDO/RIT UL 72 B72 0,

L "Topiramate (Topamax): start of safety review triggered by a study reporting an increased risk of
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https://www.ema.europa.eu/en/documents/psusa/amoxicillin/clavulanate-cmdh-scientific-conclusions-grounds-variation-amendments-product-information-timetable/00000188/202203_en.pdf
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