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FDA has reviewed possible risks of pain medicine use during pregnancy
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[1.0~3.211%, {5 DAFSETIE, OTCONSAID (aspirinLlgh) & [ SR PE & 0 B AN FEAl &< 4, U
PaR Y iﬁr—*f/eéwmot (aHR 0.9[0.7~1.111%,

FDAIZ, ZNHDOBEMIEDOFHIIICH DX, NSAlD@ﬁﬁHkﬁ@%mFﬂ&oﬁa‘é HD A REMEIZ D
WTiE=E T/X@Eym SR THY, AMEICH TR TERWVWEE D,

AEA AR RIEARRE R

FDAIZL, iR B DA EA AR ~OIREE LREE KOV AZIZEAL TR LI22 oD% Al &
SEBIHBREE D 2L B a— LT, ZRBORSETIE, A28 2—il % V1 T28,000 AL ED %
PENDIEIR P OFEA AT OWNTOIFEMAUE LT, MFIEES, MRE KRB OHLHFLIE
OFREBLICHE, MfE KEORWIHIROREIVG, IR F O A AR E R ZH -7 (aOR
2.2[1.2~42]7; aOR 2.0[1.3~3.2]%]), WikFsELE, AL A AN LS KB O B 2 55

WL CRLT A ST, Il T HRARH o7, KR, BB~ FE2—F

BAFMIT AN Z &0, ZNHDOWFZERE RO Z Y M B LI IR 5, 21T, FRRkE
RIEOHLILEOREHIL, APRE RBOLWILIEORE LG, HIRF OF A ARIREEIZON
TRJEWH LI ATREMER S D, £z, FEFANBFEO WREMERHY, ME KBOHLHIIE
FEBLO T3, SFEICS I3 25 E DN Em W ATEEED B 5,




Bl

3L 22 MRS ) Vol.13 No.03 (2015/02/12)

TENR R O A A A IR R 2 B 28 ROV AZIZONT, ZOVAY ERZEATS
IZRDTE TV ADBEALNH DL E W T DI SISITH T DR H 5, KE TOMMRRE K
O A2 IIEL, AR AL HlHT-0K4~66 TH L2, LI=i->T, ZhbDF —2)
ELT AT, #AE RIBOV A7 25 @23tV 227 L UdbF 0 iz R L a2 e
2725,

Acetaminophen& {3 5 & 4 - Z B EFE 2 (ADHD)

FDAIZ, #L4EH dacetaminophend i FH &/ NE DO ADHD M BE 95 2 L 245 L7z A & a7k —
MFFFEAREML 2% FFML 727 0 MO AMCIE, S EPEREE (HKD) PO, 5mt LA DO ADHDIATE
SO, 7% O ADHDAETEY CNEDITENZ OV TOREH~DA L 28 2 —FH b E-3<)
R E DB T, HKDI L OADHDIG A FIZ DWW CRI S MU 7 3R AR 611364,32241, /NEDAT
OV TRl S AL 7 8= 1511340,91645] T o 72,

ZDORFFE T, 4EHEH [ ZacetaminophenZ it L 7= REELCU, i H U7~ 7- REBLE B L C,
/NI O ADHDERATEN A 2 v o 72 (FRFEU A7 bk (aRR) 1.13[1.01~1.27]), F£7=, fHiRHIC
acetaminophenz i F L7= R8I CiI, A L2 o 7= REHL L L C, /N DOHKD D 27 (aRR
1.37[1.19~1.59]]), ADHDA#ZEHSE A (aRR 1.29[1.15~ 144 ) 3 EIZE o7, WThoT Y
i, 41RO acetaminophend i 7325k D = W7o 7o 855 B LU0 EILL Eo
G T IRV B R ZHTZ,

ZOWFFRICIZZL D IFERIR R DD, #EROMIRNEEL Y, BHLIX, HIROFERLW
IR v oD R R M A I SO SR A 70 &, R BRI IE A2 R L TR 5T, Blatsn/-fais
DIELL W ATREMED 85, Acetaminophend JiAli<° F (2 BT~ 2 1% i d7e<, 2079 H &1IKAF
PEIZOWTII R i R T 2ENTERY, £z, FHOIZADHDDERIKRZ W I OV TR L TV
PR7oTn, ZORFZEOMIC, FEAN Tacetaminophen (2R EE S4u7-/N B O FRRE 38 52 1T+ A 81 52
WFFED22H5708, FERSMHK L TWD, EldWnz, WTFhoarzeh ADHDA SR E B 1232 E© LT
WDDF TN

FDAIX, ZNOOHFFREOFHEICH &%, iR dacetaminophenfid 1 &/ O ADHD & [ 38
DFREHEIZONWTUITE T U ADEALD R4 THY, PFEICH R TERNEE R D,

X #R

1) Babb M, Koren G, Einarson A. Treating pain during pregnancy. Can Fam Physician 2010;56:25, 27.

2) Nakhai-Pour HR, Broy P, Sheehy O, Bérard A. Use of nonaspirin nonsteroidal anti-inflammatory
drugs during pregnancy and the risk of spontaneous abortion. CMAJ 2011;183:1713-20.

3) Nielsen GL, Sgrensen HT, Larsen H, Pedersen L. Risk of adverse hirth outcome and miscarriage in
pregnant users of non-steroidal anti-inflammatory drugs: population based observational study and
case-control study. BMJ 2001;322:266-70.

4) Nielsen GL, Skriver MV, Pedersen L, Sgrensen HT. Danish group reanalyses miscarriage in NSAID
users. BMJ 2004,;328:109.

P hyperkinetic disorder



5)

9)

Bl

3L 22 MRS ) Vol.13 No.03 (2015/02/12)

Li DK, Liu L, Odouli R. Exposure to non-steroidal anti-inflammatory drugs during pregnancy and
risk of miscarriage: population based cohort study. BMJ 2003;327:368.

Edwards DR, Aldridge T, Baird DD, Funk MJ, Savitz DA, Hartmann KE. Periconceptional
over-the-counter nonsteroidal anti-inflammatory drug exposure and risk for spontaneous abortion.
Obstet Gynecol 2012;120:113-22.

Yazdy MM1, Mitchell AA, Tinker SC, Parker SE, Werler MM. Periconceptional use of opioids and
the risk of neural tube defects. Obstet Gynecol 2013;122:838-44.

Broussard CS, Rasmussen SA, Reefhuis J, Friedman JM, Jann MW, Riehle-Colarusso T, et al.
Maternal treatment with opioid analgesics and risk for birth defects. Am J Obstet Gynecol.
2011;204:314.e1-11.

Liew Z, Ritz B, Rebordosa C, Lee PC, Olsen J. Acetaminophen use during pregnancy, behavioral
problems, and hyperkinetic disorders. JAMA Pediatr 2014;168:313-20.

10) Werler MM, Mitchell AA, Hernandez-Diaz S, Honein MA. Use of over-the-counter medications

during pregnancy. Am J Obstet Gynecol 2005;193(3 Pt 1):771-7.

11) Bateman BT, Hernandez-Diaz S, Rathmell JP, Seeger JD, Doherty MS, Fischer MA, et al. Patterns

of opioid utilization in pregnancy in a large cohort of commercial insurance beneficiaries in the
United States. Anesthesiology 2014;120:1216-24.

12) Wallingford JB1, Niswander LA, Shaw GM, Finnell RH. The continuing challenge of understanding,

preventing, and treating neural tube defects. Science 2013;339:1222002.

13) Parker SE, Mai CT, Canfield MA, Rickard R, Wang Y, Meyer RE, et al. Updated National Birth

Prevalence estimates for selected birth defects in the United States, 2004-2006. Birth Defects Res A
Clin Mol Teratol 2010;88:1008-16.

14) Streissguth AP, Treder RP, Barr HM, Shepard TH, Bleyer WA, Sampson PD, et al. Aspirin and

acetaminophen use by pregnant women and subsequent child 1Q and attention decrements.
Teratology 1987;35:211-9.

15) Brandlistuen RE, Ystrom E, Nulman I, Koren G, Nordeng H. Prenatal paracetamol exposure and

child neurodevelopment: a sibling-controlled cohort study. Int J Epidemiol 2013;42:1702-13.

ZEFR
3201541 H 23 H 347> Morbidity and Mortality Weekly Report (MMWR) £ C, K[ECDCDAiles

X, 2008~20124F |2 HiE Al REAF-in (15~445%) O K E ZVEIZ T ST A EF AR SR FED
R ZRMAEL, B RTEDOIRZNRHDHITEEDLL T RKE L MHEIZRL TSN TNDHZE,
hydrocodone, codeine, oxycodone® L5 EA N2 & & HE L TEY, JLE/RERIED
R FIREZRZ & D, HIPERTREAREMR D LM COA A A N UL ST 2RI T D BV A 3 LB T
boHEME L TV D, http://www.cde.gov/mmwr/preview/mmwrhtml/mm6402al.htm

S BE I HER ML EMFR

[>kCDC]Vol.9 No.06 (2011/03/17) (A& A A R Z$EIFR FRD S Ktk RABU A2 T0)


http://www.cdc.gov/mmwr/preview/mmwrhtml/mm6402a1.htm

Bl

Vol.13(2015) No.03(02/12) R02

[ kFDA ]

e20144E 1 A 1 H~3 A 31 BITH T LIzHR% E X 2T i ~

3L 22 MRS ) Vol.13 No.03 (2015/02/12)

Postmarket Drug and Biologic Safety Evaluation Summaries Completed from January 1 —

March 31, 2014
Surveillance
%N H :2015/01/02
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Y = BEDTZDIT
BFRIE & ERRIEISN
ZCHEH

D EEH D VITEY
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[‘Aridol’] (mannitol W ASH /<7 27 —)

[ ‘Cosopt PF’] (dorzolamide hydrochloride-timolol maleate /5 R#%) 29/0.5%

[ ‘DaTscan’] (ioflupane 1123) VL7

[ ‘Intermezzo’] (zolpidem tartrate) 1.75mg, 3.5mg & F&E

Levetiracetam/ZE ¥ &K 4% 500 mg/100 mL, 1000 mg/100 mL, 1500 mg/100 mL

[ ‘MembraneBlue’ ] (trypan blue /SHR{E) 0.15%

Oxycodone hydrochloride #% 1%, USP, 5 mg/5 mL

[ ‘Qnasl’] (beclomethasone dipropionate) &= 7 @' /l, 80 mcg

Topotecan {E4 7 4 mg/4 mL

[ “Viramune XR’ ] (nevirapine) #&jikse

[‘Zetonna’] (ciclesonide) &= 7 1>/ /L

[ “Zioptan’] (tafluprost sSHR{E) 0.0015%
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Postmarket Drug and Biologic Safety Evaluation Summaries Completed from April 1 — June

30, 2014
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http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Surveillance/ucm204091.htm
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CEERAEFR (BARRICKREREZIITFHEANDOER) PREINRINoD, BRAT
HAEBENER SN RVWERS

B OWRFTES (FRRD)

[ “Advil Allergy and Congestion Relief’ ]

(ibuprofen 200 mg/phenylephrine HCI 10 mg/ chlorpheniramine maleate 4 mg) #&

[ “Belvig’] (lorcaserin hydrochloride) 10 mg &&

[ “Absorica’] (isotretinoin) % 7 &/, 10, 20, 30, 40 mg

[ ‘Dymista’ ] (azelastine hydrochloride & fluticasone propionate) &7, A~ L —, 137 ug/50 ug
Indomethacin V5%

[‘Omontys’ ] (peginesatide) VE4HK

[ ‘PrandiMet’ ] (repaglinide/metformin HCI [& & f EEL A £E)

[ ‘Prepopik’ ] (sodium picosulfate, magnesium oxide, citric acid) #%H#%, 10 mg sodium picosulfate/sachet
[ “Suprenza’] (phentermine hydrochloride) 2PN HAEEEE

[ “Trelstar’ ] (triptorelin pamoate 73:5f Fl/&#%) 3.75mg, 11.25mg, 22.5mg

[ “Vascepa’] (icosapent ethyl) 17/, 1g

[‘Zuplenz’] (ondansetron) HIEPNESEZ 4V 4mg, 8mg

Vol.13(2015) No0.03(02/12) R04

[ EUEMA ]

eAmbroxol 33X O bromhexine: BEERTL A X —RIGDYRZIIEE PRAC A3kt

PRAC considers risk of severe allergic reactions with ambroxol- and bromhexine-containing
medicines to be small

Referral

A1 H :2015/01/12
http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/Ambroxol_and_bro

mhexine 31/Recommendation provided by Pharmacovigilance Risk Assessment Committee/\WC

500180277.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Ambroxol _and bro

mhexine-containing_medicines/human referral prac 000038.jsp&mid=WC0b01ac05805c516f

(HH3E)

EMAD T 7 —<abt' Y5 % Y27 §li % B4 (PRAC) A1, ambroxol & A [E 3 i B L O
bromhexine & A EH B DOLE 2 —%5E T Lz, FEKIKEL TLSHWLNTODI LD E R,
IZOWT, TUAF =L DY AT PRSI ZENh, LE 2—%{To T,

PRACIE, LFREDEIHKFSLDOT L NAF—FIGIAZ TN EIT R, B ERUGETICIVEET L
R — RN DWW T OFERIE A BINL, BE L JE A F RS (SCAR) ZRIEH L TR

A Pharmacovigilance Risk Assessment Committee
B ZNBDEREOLVE 2 —FthO@ LRI, [EU EMA]Vol.12 No.10(2014/05/08) 2% R, (FRiE)
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http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/Ambroxol_and_bromhexine_31/Recommendation_provided_by_Pharmacovigilance_Risk_Assessment_Committee/WC500180277.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/Ambroxol_and_bromhexine_31/Recommendation_provided_by_Pharmacovigilance_Risk_Assessment_Committee/WC500180277.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/Ambroxol_and_bromhexine_31/Recommendation_provided_by_Pharmacovigilance_Risk_Assessment_Committee/WC500180277.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Ambroxol_and_bromhexine-containing_medicines/human_referral_prac_000038.jsp&mid=WC0b01ac05805c516f
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Ambroxol_and_bromhexine-containing_medicines/human_referral_prac_000038.jsp&mid=WC0b01ac05805c516f
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X ThHLEZ TS, SCARIZIE, ZIEHEL, AT 41— T L R Vas AR E N E Fh 5,
OIROIRS

Ambroxol3 X Utbromhexine (2B 3 5L B = —(Z, ambroxoliZ 57 L /L¥ — i 38 KL TSCAR
DHEEZT, X —DEZENT (AFMPS) 76D B TR ST, EF 6D,
ambroxol 23 BEsE U7z AT BEME D d HSCARDIE R 23 DM E S 4172, Bromhexinel IIAN T &
L Cambroxol (I fX#t S5 7-0, RO L E = —|dbromhexine & A [ b i R & L7z,
Bromhexine ™ FIIZ B L 72 7L LF — S bW DM S s,

PRACIZ, ambroxol3s J Utbromhexine D FHIZ {9 B EE T L /L — KU B L USCARIZEIL T
FIH TR e T — 2 B LT R COME LTI L 72, PRACIE, 7L X —FUSBBEAMDYAZ Th
0, VAZ DREELPERBEVIRNZ L2 ERR LT, £72PRACIE, ZNHDEIEHIZSCARDY AT H3H
TN Z L HERR L 72, PRACIZ, ambroxolds L Utbromhexined B 5L [ #(ZSCARDY A7
IZOWTEML, SCARDIER B 7= AT 12 bIif R a2 P I T _E OB S5t # T
LIOEIE LT,

PRACOE) 5134 #% CMDh (FH HZRRE F B L O g & F o7 1L —7) Cicizish,
AL IR D ERIRS LD T E Th D,

BEBR

oo — U — U REELA ESZEBS (MARC) D12 A O FEkIC L DL, =a— U —TUR
ThbromhexineD A EER (7L V¥ —t, SCAR) 2/NETOMHIZBI T 537 1 MY A
JEHiM T4, MARCIZ, bromhexine & A3 1% 158 « 22 3D 65k At ~ D FHEE 11728 D)
HEIToTUND,
http://www.medsafe.govt.nz/profs/adverse/Minutes160.htm#3.2.2

OB ETHIERLZEMEER
[EU EMA]Vol.12 N0.10(2014/05/08) ,
[ZTGA]Vo0l.10 N0.19(2012/09/13) (/NEHOTCEZ 1k « A 3BT 5 Eh45)

FANME W

©Ambroxol (7> 7 ady— ViR, Ambroxol Hydrochloride, Z5i838) [EIN : 5872 HEsh
FETEH

©Bromhexine [7 1 A~F o U Hi g, Bromhexine Hydrochloride (JP), Ey& 3] [EWN : 5 5E
WSk T

€ Co-ordination Group for Mutual Recognition and Decentralised Procedures — Human
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http://www.medsafe.govt.nz/profs/adverse/Minutes160.htm%233.2.2
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[ EUEMA ]

oFRIRRRT —F DAFK

Publication of clinical reports

Press release

1HA H :2014/10/02

http://www.ema.europa.eu/docs/en_GB/document_library/Press release/2014/10/WC500174767.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2014/10/news_detail
002181.jsp&mid=WC0b01ac058004d5c1

EMADEGEIRRBR T — 2 DNFITEU TEAR U7 B A 72 B 5 28, 20154E1H 1 B IS H %0,
OO0

EMAIE, 3 HIZBT2& R AR EDORIU A WO BRI S 2 AR T IR ES
1T-7=, EMADE BEZ: B 2> (Management Board) (%, 0187 A MlZH7=v B, [EFEEEE, 7
ATV, FEFES, MOBM B &I Ei /2 Wik A T o7-%, 20144E10H 2 H Ok CZOHT-72
BURZ e — 8 CEIR Lz, [ABURIT20154R1H LHICHZIL, €0 A LRI ESND T X T
DR A S D IR AR FH I DR R S T S5, BARBRE X, &R
HEEDIREN FOIRE, KNFSND,

[ABOROBIUL, ARG AESCEK GOV FERFEOEANMEIZEL, Ficf A ELTHNLTHE
DTHD L, EMADGuido Rasif& B (Executive Director) [k ~7=, [ RERH A (20> TR
LALTT 7R ATELZLIL, B, BRWEHEE, 777, EERICLoTRIIRDLTHA
9o

EMADZOFER T, FERRBRICBI42EUDH7-72 311 (EU Clinical Trials Regulation) 7>
W SeNrh, AR AR Y — L L7225 Téh A9 (EU Clinical Trials Regulationi32016455 A LA
ICHREBNTIE*Y) . EMAI, ZOFEEICIY, EMAD B IEHEICBET 25— D A % OB TEE
HZET, HHISBEOEB ~DEHENEELIEEMFHL QD IDIT, THT ITREH L,
T =2y M) TR T 2L FREE 725, £, BRI E O ARIL, HMKRBRO EE
[E1RERC, FRANT T DOHERE, HHEBRR DIRHEITH LD TH A,

[FBOR ORI AU, FIRFILT —2%Em LTl - R 228, bLAIEHRES
Tra— R FIR RIS DLV ATREL 7 DR, BB L, HA AT AT TR
W, — IS, ZORRIREEBRER S 1T KON E EOMETERA G A TV, B3 Lo H
LHBIRSINDIEH (EDIORGE TP IR D) ITBVBRW TR S LD, ZOMREIERIXFEBERD
B EF R SNIF AN E > TITON D, ZOMRBEIZE T DI EMEIZEMAIZE T2,

A QA ICIIIE, —fREIIERELSD B B9, FHTHY - FEE FIRZBFZE B AN Y, RIS RARDEL TS,
http://www.ema.europa.eu/docs/en_GB/document_library/Report/2014/10/WC500174378.pdf (FRE)
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http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2014/10/WC500174767.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2014/10/news_detail_002181.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2014/10/news_detail_002181.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/docs/en_GB/document_library/Report/2014/10/WC500174378.pdf
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ZOFBORITB BT E RS D, 55 1BEHE 13201541 H 1 A A DEHIGS LD, HIBUR D35
(R ST I 3 i B IR T AR R RIS D I, IRFERRRAY OIS, EMAIEZ DGO IR
Lo T BRI 5 2 AT, BEKRRIE S D AL - 73l 25 D L8R S KA DT,
20154E7 H 1R ARRICHRH S - REEICBL, 7GR, IR S 2 AR T DT ETHD,

EMAIZ, kMl 2 D fB#FH T — 2 bR AT REL T DRl Z L T TS, BET —H~DT 7 1A
(CEID DS EX FAEMN - BAFHRIEEI LT 5720, EMAIZE T, B, BRtHEH, 7h73
7, BROEERLGHEEATOTETDHD, BET — I RRTIWBEOT TN =%+
(T D8I, EMAIZE S THD THETHD,

ZOFBNE, XEOHRIBT DEMAD B OBRIC I S b b0 T BB
DT, BB EB2016656 7 ITIZ R LEFTH T T,

E:

1 AZ VAV —AX, BOROEBEAAIREBLUQE&ALELIZ, FRROEMAD AN CHE TE5:
http://www.ema.europa.eu/ema/index.jsp?curl=pages/special_topics/general/general_content 000
555.jsp&mid=WC0b01ac0580607bfa

2. EMAIZIZE I~ OB A D —ERE LT, 201346 H ~9H /T Uy 7a A M 5Eh, 5
NIZT _XTOaAANE, ZNHOIARA SO ELZ AR LT, £, 201445 4 |[ZBH - HEH,
BUERSER, THTIT, BIOREBOMRESE TN NLD2E HOWHE#EEZITV, TOERIHA
#FL7-,

BEER

*1:EMAIZ20154£1 A 21 F £ C, 201645 H] 28 H LAFE (I Hi 4T F & D EU Clinical Trials
Regulation|Z B L Tl AIZTT 77,
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2015/01/news_de
tail_002253.jsp&mid=WC0b01ac058004d5c1

O BE DR R ML EMEER
[EU EMA]Vol.12 No.15(2014/07/17) , Vol.9 No.13 (2011/06/23)
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/special_topics/general/general_content_000555.jsp&mid=WC0b01ac0580607bfa
http://www.ema.europa.eu/ema/index.jsp?curl=pages/special_topics/general/general_content_000555.jsp&mid=WC0b01ac0580607bfa
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2015/01/news_detail_002253.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2015/01/news_detail_002253.jsp&mid=WC0b01ac058004d5c1
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[NZ MEDSAFE]

eSodium valproate: 4R F DE RISV RS

Use of Sodium Valproate in Pregnancy

Prescriber Update Vol.35 No.4

1HF A :2014/12/11
http://www.medsafe.govt.nz/profs/PUArticles/PDF/Prescriber%20Update%20December%202014.pdf

http://www.medsafe.qgovt.nz/profs/PUArticles/December2014SodiumValproate.htm

OEERAVE—Y

Sodium valproate[ ‘Epilim’ JO&EMRF O I 2 TH D,

fll OIRIFE DN MR F T VLB VEN e NGB ZBRE, IR T 2 AT e D & 5 2o P I sodium
valproateZ-fifi 1 -~ Tld7eu,

FHAN Tsodium valproatelZBEFE ST IR TOHERAF DOV AV I1E, 6~12%EHEEZILT
W5,

AN Cvalproate (2 #E S 7o /N T O B PAEA XN AEE DY AZ1X, KI4%EHEES
NTND,

FEHAN Cvalproate |2 M #E SA 7o/ N, OB TADAIEITIEBE SN T/NRE A, 1QD
KTFRHEBND,

Valproated> 1 %1000 mg/ F KT IZIHEL, ZHETH% & BEOERAERT 5L T
— D F TR RE R R DY AT AMEW T D,

TEAR T OFAEIEAERC, M OPTTANAHED, FZE EOFFERIFLAT OV AT EOBIH AN
S5NTND,

(SO

Sodium valproate[ ‘Epilim’ ]I, =2——F R TIR19644FIZHL CAMAIREL THID T Ll
ShD, BIE, BRI TAD A, 85 EAME) TADA, BEUBRME RS OB A5 &
LTW3,

[

‘Epilim’ 1%, e REFWERE~DOKBOIAI O, RPOMEHITEETHDL, 7 —4

T—NMIBNTH, MOIREN I FI IR EED NG A ZIRE, IRET 2 RO 55 Lotk
IZsodium valproateZ- i J§ 3§~ & TIZZRW LI L TWD, fEIRT D A REMED & D L MEIZXTL,
[“Epilim’ ] 2405 F BRI, 16D ET 4y MIAZIZOWTIEFHEEITIRETHD,

A TR —RIC DWW T, SRR O BERRIERUC LA KB O A PMEIE D ATRENE D RS TVD 8,
valproate ~DIEEFEIDOUNT, FERRICIVEREE OVAZ PRI 50 LIc = 7 VAT FL RN BT
&, (FRE:2015 4 1 A 22 HAF3 MHRA ¢ Drug Safety Update (Vol.8, No.6) “Medicines related to valproate:
Risk of abnormal pregnancy outcome” 2 ]
https://www.gov.uk/drug-safety-update/medicines-related-to-valproate-risk-of-abnormal-pregnancy-outcomes
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http://www.medsafe.govt.nz/profs/PUArticles/PDF/Prescriber%20Update%20December%202014.pdf
http://www.medsafe.govt.nz/profs/PUArticles/December2014SodiumValproate.htm
https://www.gov.uk/drug-safety-update/medicines-related-to-valproate-risk-of-abnormal-pregnancy-outcomes
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ORRAW

Valproate D &7 FE M B9~ 2 B f) D #1513 19804E 1T A Fe S 41, 19844 B IR /S L7 i
3RE (FVS) Bl s I EE MBS 7Y, Valproate ~DIREFE IS F& F73 B LBHEN 5 THY
(R), BARFERIIE 2 DRITICIVSESETHD, BRRIEROZ M, (TR O REBL o i
FEAE, R OBEUREL, valproate OIS B LIEFE R, BHRIVRIN, BB (51212,
IQROHE SR HIHINL) 722, L DERMNFBL CNDEE ZHNDY,

Valproate ~® RHANIREE 36 > T- B A DR ATEOV AL, HRFEESR (2~3%) Ko gy,

#1:Valproate~DREELDBEENRFKH LK AL TWAERER

FRRE KRB Ty HE A0 b4 e

R RE i P e R FEE S T R R R
RS B A7IE KB

Y B 2K Ffla A A1 ) 4R ZFRIE
HTIE PYroERVHE
JEFEE

WIRAEFHESTE R JRIE 44

BERY = 00 1 A e

EHREE —“AEHE AITEAZE
T —F RO FENE PR £8 5 K2
B AV S ERCIEY2VN-Y !
H HE FEWAH
iRfE T ool

FHRL AN DT —Z 0, RHMERN TH CANASEKIZIBRESI N/ NETOLEKREFEDOY AT
BIL, L FOZENRHENT-,

Valproatel##& (ZfEOUAZIZ DWW T,

o WEBLOTALTUROTANA FEIRL VAR (HLCTANAIEDOVETE D d o T HR 5 D
3y DI ETe) TOHEEF A F136.7%, 95%(ZHEX [ (CI) [5.5~8.3%] TH 52,

o ALKHITANAIESEIRL VAN PCOHEE I A2 (139.3% T 52,

o [EBHIHTCAN VIR SEIRL O AN ECOREE TS A R139.7% T 52,

o F—ARFUTIEIRL VAR (HLCTANAEEDIRTE D do T IENR G T R TD125y 1% & Te)
TOHEERERIT12.4% TH D,

ZIUZxtL, carbamazepine D FHIZ O DOV AZ X, HEBIOTANVTUROL T AN T
2.6%, 95%CI[1.9~3.5%], lamotrigined> i FIIZ LS ZF DY 27132.3%[1.8~3.1%] T 72,

B fetal valproate syndrome

© Epilepsy and Pregnancy Registers

P North American Anti-Epileptic Drug Pregnancy Registry
E International Registry of antiepileptic drugs and pregnancy
F Australian Pregnancy Registry

15
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Valproate~DHgFE X, 0 BFHEOV A7 LOBHEE RSN TEY, HEERAEFIZLI~2%THD
([ #R38 4 22130.2~0.5%) , Carbamazepine ~DHIEFEIZLEHY A27130.5~1%LHEE S TUAY,

—EBDLT AR/, valproated FEAPNBREEIZ 15 H BRI BN RENTWEDY, —fRIZ,
FIE:A31000 mg/ B B A 7-54, LRI 2r ERLBENRLLNTWDY, F—ARTY
7, BE, BLOTANTUROL AN OT —4Tid, 1000 mg/ H Z# 2 24k O F-valproate
FEA R EERIEFREORICBEEN AL, o, ZNOLDOT =200, FFENRALILD ST
ARG CUX, aE4m 238 F L7-valproate -5 F &#:13850~900 mg/H Th->7-Z&H BT ->
7oo A—ARZUT I, LM, 1w 03E 3 %valproated i &I/ L THRY, £ el T
LT, A HERIRIE FTRORAERPEEIETL TS,

SHIRIE A L BELT HLMETIE, ERATROV A DL DY,

tOPLTANAIEL FEEDOB#H N LN TS, Bl X, /NGESE X carbamazepine D REAR N
WREE L O BIE )RS TOBY,

OHERGE=FV T2 — (CARM) C~D#4E

CARMIZIE, BRIV 7 a et (FVS) DRERFI 3 1I3HIHRE S T D, H Al DS 131997
0, BB LW 1320144 Th o7z, REELAME H L7-valproatedd H &3 FLal S 41 Tz D132
BID I TEHST=AY, W 41H1000 mg/ H 22 Tz, IEFIO KA, FVSO/NRES AL TLE
B LABRIC A S THY, ZIRRHCIERAEIL T BN E R LTe RS 13720 o7,

O HAEER)F

BB T D A i SR B AR FE AR 1T, MG I e SR AR R B IS BRI 3523, RHANT
valproate(ZBRFE ST/ NEO RHEIFIE R AR THLY,

FOROFZETIL, $EIRIF OHUCANAIREE & B SRTEIESCIERE DY ALY Lo BT L &7z
Mot

FRHAN Cvalproatel 2B FE <AL=/ ik, HZAERC, miglkEs, KIEHE, 02X, B,
KA E DBEBUER 2R T 2L 5Y,

ORMBREREE B L UYTE) LB

FVSO/NRITFRIMERERE 2~ 3 2 b H S TET, EEDFVSO/NRIZI T 25 R IE
1%, #ARFETHLNTND, BEBIEN KL ZL ALNDIIREBLIOEHETHLY, FVSD
INROERRAIQD FHIFEB0~90E ThHA, SFEIEIQICITA BRI FAALNDY,

FVSO/NRTIE, HPE, 7AVVH—EWGRE, BLOE PHEARY M AEE T L0Z2<
W s STV A2, valproate 2R EE S, FVSZEFEBLL Ty VINETEH, 2o D EEN
HFHIND,

Fr= = DHEMR—ZADOSET, HEEAINT AREEL B BE OUAZIZ oW THRA

G Centre for Adverse Reactions Monitoring
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REtE L=, BN Cvalproatel IR FE S 7=/ NE A, AR, BLOTANA BE O REE)
SHAEL/NE Dok —RE s,

ZOWFET, BEANIZ M LEFIZEIL, LLFOZL RSN,

o RHEMEXGE LN TIL, valproatelZMEEE SV7=/ N To H BASE AT +T AR E O
SHUAZ1TL, 44% Th o7z, BIRTOHEXTIAZ1F1.2% ThH -7z,

o TAMAERTHRBINOH AL/ R G & UT-fi##T T, valproatelZHg g S4v7=/
TOH BIEANT b LEE ORI A7 134.2% CTH - 7=, Valproate | ZBRFE SN2~ 72/
R COHKFIAZ132.4% T o7z,

ZORFZETT, HEEICBEL, L FOZED RSN,

o RAEMZXIGEUTfEHTTIL, valproatelZBg#E S 4L7=/ N T B PAKE DOfax) 227 132.5%
Tdolz, BIERTOHMGIA2130.5% Th -7,

o TAMmAZHTLOREBNOHAELUT/NR 2R G L UT-fiftr T, valproatelZBREES 7o/ MR
TO A BREDHY A7 133% Tdh-7-, ValproatelZMEZE S 7eds > 7/ NE TO#axt) 2271
1% Th-Tz,

NEAD"FZ2 T, FEAPN Cvalproate 7= i phenytoinlZBREES AL/ N T, G HERE (BIC LD
P |2 B B AR R T B Sz, iR TR 2 valproate - I L 7= REBLNH HIAE L7270
VAU, R R AN - 2B EREE (ADHD) 'L M SN BY A2 BN e RS Y,

NEADMFZETOIQDOHEIZLAUZE, valproatelZBgEFE Siv7=/RE (65%) O FEHIIQIT IE H & FH N
ThHoT=D, MOPLTANAIKITIRETR S NT/NRIT IR D LK) T2, T725, valproatelZHE#Z
ST/ NEIE97 (95%CI[94~101]) TH-7=DITxFL, lamotriginel 2 & <417/ 13108105
~110] ThH-7=",

OF H

Health and Disability Code of RightsiZd¥), &L4RH (ZvalproatelZ LATER A M B LT D HEIZIE
1BREDNRRT 4y MIAZIZEAT DIE WA B Z 2T U7 blene S, Zo I, RO b,
EH TIRELARTERBRN SR TG,

B PP L TR R 72 FUCADASRITR, VDL E T A LI EE ThHDY, —
FC, R IR RMENE Z o7 5510, FiE EORIR AR EOBENR LD,

Valproate(Z LD 1B & B LT 5 cMElcE~C, 1H A E2Y1000 mg ki ChiuE, aEnUAs
MR T 5, Lo, HERAEEITO5E1306T, EREE+rar be— L C&ELLD, IEIRAT

B TCRBEL S TTHINETHDY,

mHEOERE, Ve LR MR SERT AL MRS TOBY, — I, Z AR

" Neurodevelopmental Effects of Antiepileptic Drugs
' Attention Deficit Hyperactivity Disorder
VIR T E RS IS RS B DY B - hitp://www.medsafe.govt.nz/consumers/CMI/e/Epilim.pdf
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% CTORERROEEIL, HEEOIAE T LOBEAZL TS, NEADBFZEOME 1%, M
NI COERBROBIREHHIRE L L TOD, REBAEBREZIERL T2 e @i Lo BlE, /MRS
B IRIDERFRCE BT TEIAN DI N LR~ TIY, #iilih, ZHHD/NETIIRZEEDL L
PR L% T L TOEY, ERAE IR RS HAEL/NR TR, BRI T 5E1
b, 1Qb A7,

HEBIOT AT ROEIRL AN T, RERSZ IR 36 L OMEIR IS8 7Y A b
FARRL COHE, AN TOMBRE JARDIE A DRR RN D e RSN,

LKL, A BRI BT A OV R DY A2 K T ST 5 L8~ & C
b5,
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