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b} % =3 = ImLPice h 2272 8 (HE) b0mgaaf
s =273 K (JAN)
— fi% %

PE4 : Ethosuximide (JAN)

HERTARRZEAA
EfAEWE - REMABEAR

BEARFEARZRAEH B 20084E3H27TH (IRFBAZLETIZL D)
FEAMEHEINEAE A B 200846 H20H (B4 ZETIZ L D)
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=
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A IF 13X 2022 4E 8 AWETOEFIRLOFTHEHICFE S SKET L,
EHTOMERIZ, MSATBAEN EIENERESR ORI O E N ERR R — U TR L T E 3N,




EERA VAEL—T7+—LFIAOFSZOME —HAREEFIEIS—
(2020 4F 4 AiET)

1. BERA VI E1—T+—LIEBOBE

PR RIS O AR 2 B HR & LC, ERAEELTASCE (BLF, I/mE) 2355,
PEEEEL CIERD « JEAIRISE O EFRAEFE D B L5 e IR O EE ISR AT AT 288
Wik, IR SCEIC R SN TR 2 AT 5 ISR E RSN E RS AN H Y, RS EDE
FIFMMYE (LT, MR) E~OFHROBIGERSERIC IV IFERZMTEL TETND, ZOF
WCMLEREREEROICAFTTL2OOEB Y A R LTERLBA VX Ea—T4—5 (LUF,
IF EW§9) MRt LT,

1988 AEIZ H AT ARG (LLF, BREK) FINEE 2 /NEB DS IF ONLERHT, IF fldikk,
IF FEHEEZ RE L, £ D% 1998 [ HIp 37 E 3 /NE B 43A%, 2008 4F, 2013 4F1C H K=
HIFREB SN IF Ll EHOBGT 217> TE T,

IF FC3E4E 2008 LAFE, IF IXPDF HOE 7 —4 & L TIRET 2 Z EBNFERIE o7, Zh
2L, B SCEOTERUETNH - I HAICWET ORILT — X 2B Lz IF 00t
INDZ L Epolz, BHRO IF 1%, EEMLERESR AN (LUT, PMDA) OERHEIEL G
B DO~— (https://www. pmda. go. jp/PmdaSearch/iyakuSearch/) IZ TR I TW5, H
JEETIE, 2009 E L D BESLS O IF O SARETT 2/kE LT 4 ¥ Ea—7 +— Lt
& EREL, fx 0 IF NRMCEEZ /T T 2EEFABHRE U GENNER - Tl TV 5,

2019 FEDOWRA CEFLHEEOE T Ao, [1F FodHiEE 2018) NAF I, 4% TEFEAE
AL DIRFEE RIEUEENCEI T D4 KT A > ) ICBHE T D 1EREM D72, F DO HEHIM A K E
L7,

2. IF &lE

IF 1% (S SCEEOBEREMTE L, E - RS OEREEFIC L > THEEBICLER,
EH O MEERD - O DGR, WITRFT D= DOIEER. A= DR, 35 005 1E 48
D= D OIEH, HEWRBE T T O D OIERENERN SN REW BRI O EIR ML E S L
T, HREPFOHEHEEAZ RE L., FRIENEE D 72 DI Y E IR o RER T IR T Ic#E b D3k
WAER R ORI 2 KHE L T D220 & B ENLERMT B b,

IF SRR 2T EEYIE B IR SESHE L7z IF FRdi i L L, — 5B Filsh & B & KGR O &
PR OERN G SN D, 7272 L, BEAEOWEZEICED S b O K OFAE B O 235 - W -
FEAE T REFHEEIL IF OREFHEL IR0, S0z 5 & REAEN SRS 7z TR I,
FIURE B S 2SEHE - W - BRREM T 5 & & bl REARMZEATLILD LW IRBEE > &
ZHiEE LTWD,

IF ORMLITETT —F 2R L U, BEEAETORKIIMETITR,

3. IF OFAIZH=>T

RO IF 1%, PMDA O ER A EESERRR OS— VIS TN E SN TV D, R
T TEEGLA FEa—T+—2ERDOFG| & | 1> T IF Z1EK - 12t 2523, 1IF OJF
RAEEE 2 EFEBGICARE L TWDIEHRS IF /R FRdR LB ME R I W O 3R 3
DMRF~DA L ZE2—ICLVFIHERODRNEEZ RIS IF OFMA%EZ SO LMLERND D,
F7o, FERFGT SN DM EOEEFICET 2 FHEICEA L TlE, IF BAMGET D £ TORIL, #
WAEENRUET HUGTARZH NI LI CES, &5 WIS OEEMFERIBI — v 2%
KV IEFIMER ST L &b, IF OFEHICH > TiE, BT OUHSCE% PMDA DE 3K
i EF R TE R R O — U CHER T 2L E R & 5,




B, MEMASCLEEEOBEOEMLEHINTWD V.5 BERE < IXII. &%
B, TXITL. %) BT 2HEEZIIREEZZIT TORWERNEENDIZLB3HY . TOHDY
BN+ ETRETH D,

4. FAICEBLTOBER
IF ZHEEBIZBOWTRPT ZENTERWEEMERFE LTHEH L TWeEEwn, IF
X HIRIOEFE 25T T, Yk BN ORNENRTE X IIME IS #E o A B FENIERK - #2525, E3K
i B D72 OFEMTE R T D L ONLE-SIT 228, Fhdl « RIUTITEHK G, ERESREOM
B AN OV B ORISR B I O L S A I e AR AR BT A KT 1 o SUK
Wa—K A7« 7777 4 2AEOKIKE —EREZ T S5 25800, REHFRRIEEEI T4 R
T A T, RAGBISCAGRA O FEZIZ BT A WA W T, BESREN RS N D
DORDIZJGTCTITI) ZEITELEZZARNEEINTEY MREADA X Ea—H L ORAE
Ry, FHBFE LY IF ONBEHEEITIREEOTHDZ L ERBRL TR RTHIE
B, BEEEENOH LN DIEROFIAOBIEZ MR L, £ OREBMEZ RikE | ERBIGIC
B DEIEMHE MRS D 2 SIXEARIOARBE THY  IF 2R L CHEEE 2L ICMESD B

DIZ L TWTEFEE 20N,




I B EICBE T BDIEHE .. .. 1
L BRI DR e 1
. B D TR I 1
3. B D R 1
4, A BT B U B S R 1
5. AKERSA R OV « ] E BRI 2
B, RM DA . 2

I, BHRICBIT BIER ... .o 3
L BRI o et e e, 3
D R e, 3
R 22V b= 2 e = Vi 3
4. TR OB o 3
5. ABSEA (441 U 4
6. A . UL . BB Bl BT 4
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IR g R AU N~ ¥ - A 9
m DM e, 9

V. BEICEET BIHEE .. .. 10
L R S T O o 10
2. R I R T B G D T o et 10
3. I O B oot e 10
A R O BT B A T B e e e 10
oS =N 7y 7 11

VI, B EEIR TR T BATEE ... ..t 12
1. BRI B B A LA I A R, 12
-5 4 £ 12

VII. W RBICEE T BB . ... o 13
Lo LA B DHERS 13
2. BRWHEIRII /N T A 14
3. FHER (R o Lm0 ) BT o e 15
A B o 15
Y 15



B AR 16
T B 17
8. T U AR = BT D T . o, 17
0. BT T L D R AR 17
10. BEE DS B T A R 17
L /2 17
VIII. 2 (FARLEOZEESE) ICBET BB ... 18
L. B S b DB 18
2. R & DB 18
3. IR TR R B AT & F OB 18
A4, HE R O BT T AT E F O 18
5. BB AR I & F OB 18
6. B E DI B T A R T DI o 18
T BB 20
B BT 21
0. B R R L T B 22
10, TR G 22
Ll B DT I 22
L2 D DT I e 23
IX. FERRERERER IR T B IEE ... ..ot 24
L B 24
2 BRI ER R 24
X BEMEEICEET BIEE ... 26
R 51 50 26
2 I 26
3. A R D TR o 26
A B D T 26
o = <1 L o/ S 26
6. R HRAT « TR 26
T EBETE AR H B . 26
8. HLENEAGREA H R OVKRE S, S HENEFA B, IRGEBBEAR . ... 26
9. FEEXITIZEEN,. HEEOHEZEBNEDOEA H R OFEDORNE . e 27
10. FFBAFEE. FaMfE AR H O O . o e e e e 27
Ll R ] o o 27
12, BRI R I B AR 27
18, B T R 27
) o M e/ iy = oA AP 27
S 28
L B TR e 28
2. F MDD BT . oo 28
X BB R 29
Lo RN E O D e R Ti ottt 29
2. MEAM T BT DR S i 30
1 R - 33
L. FRA - IR ICE U CRER I 21T 9 1Bl TOBEREH. ... 33
2 D D BB B 33



[. BIZICEHY 5EE

1. FAFRORE
TAMAE, BIEICRER T 2 EAMRETH D | FUTADLAAIZEBIEHN LT, MHEACIH % X
HZENEETHD, L, —MRITHTADAANIIRG, EEKH, 25, EERE 2 &S oRl
ERZER Z 32 & 0n3% <, a3tk 2mnmny, BERZ e L, mEEEE/hE<F
HZENHETH ST,
AFNE 1927 4F Sircar I X BN ERL S AL, KEAS—7 - F—v 218 (Bl 7 7 A F—RAth)
T INTanT A I ROFERTH Y T, BIWERAN D2 < 3N S £ TIZ SVWINVRETER
DOPFTAMAIEE LT, 196441 AIC e rFron vy ) ORGEL TERRBEINT-, 197546 H
VW RTAM RS YA S 3 NBE ST RO E B FEDOET L AR OV NEHEO—E AT 21T - 72,
T, BEREMSIEREE LT, (PerFriay 7 b FarFriay 7 5% [ZREA
EHEAEHFEL, 2008 4 3 AIZAREI N,
2021 4E 12 A, H— S0 0 7 7 A V=S~ RIENGEBE STz,

2. HEOBEFENEYE
(1) AFNT, BEBEEIZ LD RGO EBEO R 2 BB IC L 28 EAIMET5Z &1k, »
ANARTIO/INEIEICAERTH 5,
(T'V-5. (7) Z0Ofl) OEEMR)
(2) AFNBEEIZ L0 IEET ROUENFRD Hiv, FEMEEMERE TIZ W,
(TT-1. BAF O OHEBM)
(3) i FH St A5 D BIE S BUAHEE 3 e & 72 DA 2 F20 L TV 7Ruy,
(Tv-8. mREH) DHESM)
(4) ERZRBEIER & LT, FFEREIRIE®RE (Stevens—Johnson Syndrome), SLE ARAEIR., H/AERER
P, LIERBD NS STV D,
(Tv-8. gREH) DHESM)

3. EAOHFIFHFE
REERR L

4. BEGRAICELTAMIRERHE

RIS S EM, REfiHHEE T T 1 L%
RMP

BIMD Y 27 F/METEE & L TER SN TV LB
BB RHEE T A B Z A

PRI o> B4 E S T E N

s 3 3 s | 2
2B |H|H =

I BEEICBE4 25 HA 1



b, AREHRURE - FALOHREIR

(1) AEB&MH
L7

(2) F@ - AL ORIBREE
% LR

6. RWP m#iZ
%Y LR

I BB 2 A



[1. 2#ICE89 SIEH

1. R34
(1) %

ForFrinmy7 5%

(2) #*4
ZARONTIN SYRUP 5%

(3) BHDERE
R

2. —fig%
(1) & (&Fa%)
T h 27K (JAN)

(2) *#4 (afik)
Ethosuximide (JAN)

(3) RTL (stem)
ANEH

3. BEANITRMER

o) 1}\11 0
o

CHs B OBifg SR

4317 0 CHNO,

4 HFRRUAFE
/
OB 141,17

II. 4T 5EHE



5. {4 (fifiE) XITKRE
(2RS)—2-Ethyl-2-methylsuccinimide

6. IEFR%. Al&. KBS,
CI-366 (JR¥ATE =)

ol

CEES

II. 4T 5EHE



[II. A5 (CEI9 5IRE

1. YELEFHEE

(1) 448 - 1K
FED/NRT 7 4 AROBEIRUTMAR T, IZBWIERWD, UTENTFFRRIZB VR H D,

(2) BRI
AL =)y TH )= (95) | VEFAT—FLRIL N NP AFNRNLT I RIS THETR
T AKITHET R,

() Bigt
LB L

(4) ghes (9MREHR). A, HES
Bha K 48°C

(5) BRIEEMRTEL
pKa : 9.3

(6) HERFL
AR L

() 20D ELTRMEE
WA 129°C
WEXEE © [a) ) 1.4703

2. BMBADERFHTICEITHIREL
HZEEO@HE ORFETIIAME L EOZITERD STV,

3. BYUHS OERRARE. TEE
R BRI
AR lmh27 IR ICk?
E A
ERCES A S S e

II1. BRI 5 HE 5



IV. ®HAICE9 HHEA

1. Flfiz

(1) FrnX5
va oy A

(2) HEDHEKR O

HR5E44 Iz s Bl
. NN E~TZN VR EER O
ForFrioy 7 5% ViEi _hf e
FEPE DR

(3) #Aa—k
M LA

(4) BFIOWHE
[pH]
5.0~6.5

[thE])
k& 1.250~1.270
Y 1. 260

(5) i
YL

V. ®HZBI+ ATEE 6



2. BH DM

(1) A#ES CEMRS) OEERUHENE
WR7E4 Rl I
7T MY U AR, 2B T
1mL DR NI IVl MUV VAV V17N
PorFrimy75% | = A7 I N (HE) | B 77U &Y pHAEH &k =
50mg )yfi%wﬂ:)y/fmfvyﬁvz
—/b, RE=E, EHAH S

(2) BRESORE
AR L

Q) &=
ImL 72 0 OEE: T 3. 38kcal TH 5,

3. A™TBAMBEDHEBRRUVEE
BARSANA

4. Fff
L

5. BAY AN H55MN
LR L

6. HENDEFEEHTIZHITIREM
(1) EHRFHER
PRIFESAL - 25°C60%RH  AIIEHZEE : 500mL, Bl 7 A - > =2V v 7

HH BRAAEF 12 % H 24 5 H 36 # H 48 % A 60 % H
) A 1A Bk SR Bliikey e
(%) 98.5 98.7 98.3 98.5 99. 3 98.5
pH 5.6 5.5 5.5 5.3 5.5 5.4
=) A 1A e A Bk e
(%) 100. 4 99.7 99.6 98. 1 97.0 94. 8
pH 5.7 5.7 5.5 5.7 5.7 5.5
S8l A ke By Bliiey ke A
i (%) 100. 0 100. 1 98.5 98.2 99. 1 98.7
pH 5.7 5.6 5.5 5.5 5.4 5.4

V. ®HZBI+ ATEE 7



(2) FABROREN : BARER

#Z 6 (Lux « hr)
— AZH—K | 105 20 5 30 75 40 J5 50 5 60 5
Al B B B B B B B
GEEAE (%) 100 101.0 100. 0 97.1 98. 0 97. 1 97.1
(I YESR] R - BT o7 SR E R © 1000Lux « hr  =RiR : 26~28C
#5860 5 Lux « hr £ CTHIKWN
(3) AHZOREN : MERER
HRIRE A 25°C. 75%RH
PRI AL 2 3 4 5 6
s B B B B B B B
EEEAE (%) 100 100. 0 101. 1 98.0 97. 1 100. 0 100. 0
(FE5] 6 » A B £ CTHUEWN
(4) REEHAER
Zff 1 —10°C X 24 HR2=iE X 24 iR « 10 [Al# 0K L
AR RS fe L, AMEL BRI
(5) FREDOLEM
FERUK 2 (5 BRIR O R R BRRS F
No. AR % 1w 2W 3W 4w
E=ti) 1 5.45 5.45 5.37 5.4 5. 44
2 5. 42 5.43 5. 39 5. 42 5.41
pH 5. 46 5. 48 5.35 5.43 5.39
St 5. 44 5. 45 5.37 5. 42 5.41
1 100 101 99. 2 99. 7 100. 7
2 100 99. 3 98. 4 98. 1 98.7
PRAFH %o 100 95.6 95.3 96. 4 96
St 100 98. 6 97.6 98. 1 98.5
%% it 1 5.43 5.5 5. 42 5. 48 5.41
(4°C) o 2 5. 47 5.51 5.43 5.47 5.41
5. 44 5.52 5.41 5.47 5. 4
St 5.45 5.51 5. 42 5. 47 5.41
100 100. 9 100. 4 100. 4 101. 3
2 100 98.8 98.8 98.9 99.5
PRAFH %o 3 100 97.9 97. 8 97.6 99
¥ 100 99. 2 99 99 99.9

%ﬁ tmtméﬁ%tmtmf@%% SOSCKEME DR, 4 R H F TR THEN,
Syt B e U (FARRZ2®IR) . 4 R B £ TR THEN,

V. HFNZBI+ 51EE 8




7. RARERVBEREOREN
B LA

8. fthFl& DEAEIL (MEIEFHEIL)
DI Vv AF T NgEY vy THIE OIREG T, BRFRICIRE LARHOB AL H 2 L
bV, BEREE IND, 2720, BEZELLRVWEFIGLH D,

9. Ak
Y LR

10. =& - A%

(1) FENDELRS - A%, NENEKRLEES - BECHET 1ER
FM LN

(2) a%
HaorvFoiayw F5% 500ml ]

Q) FREE
L7

(4) BHROME
e FBETTA) | Fy o7 e (R ZF L)

1. BIRIRE S0 B EHE
BB L

12. £t
A LR

V. ®HZBI+ ATEE 9



V. BRICEII SHEE

1. EEXIFHE

4. EERIIFER
OB RMFEME (IFE)
O/ME (B FE (240, KiL (EE) REE. RETADA BHRITFLRERE.
BNS [T Ly AZF) ]

2. BhEEXIEHRICEET 5FE
PRE STV

3. HERUVAE
(1) RERUVAE DR

6. AERUVHEE
T RAZIIRELT, BFEALHO0.45~1.0g & 2~3 EICH B AL 5, /ANRIZ 1 H
0.15~0.6g % 1~3 [FIIHEROKEGT 5, 7B, Fin, ERICK Y #EEERT 5,

(2) RERUAEDORERME - 241
B R L

4, AERUVAZSICEET HEE
REEN TV

V. 1BRRICEEd 5 IEA 10



5. ERERAUAE

() BET—2N\vHyr—
AL LR

(2) BFREBHR
AR L

(3) ARRIGERMER
LR L

(4) IR
1) BRI
KR L

2) REMHR
MR L

(5) B - HERHR
U L

(6) AEMEA
1) FRABRERE (—REARERAE. FEEARERE. ERARBLRAT). 2EkTkT—4
AN—RAE. WERFTERBRABRONE
AR

2) RBEFHELTERFEDARIIEERL-HAE - HBOBE
AR ANA

(1) =it
ARFNO—fREGRFRER I, 15 Mgk 243 B0 B 2 6t RICEE S iz, AR 66.3% (161/243 fi)
T, ERRAIE ONEIE) (N GESE)) FBIE, IRE/IMEIEICH T2 6820%IL, £ E1 88.0%
(95/108 i) . 36.3% (33/91 %) . 75.0% (33/44 f]) T -o7= "%,

V. 1BRRICEEd 5 IEA 11



VI. EHEEICREJ HEB

1. EEZMICEEHHLEYRITLEYE
ANTRA X FFER, P AZ A A
EE  BE O H DG ORRESUTNRTFIL, B OWMICEEZSZRT 5 2 L.

2. REER

(1) femER - iR
BURD T8 Ca®*F 5 KA OIH BB Z b,

(2) EhEEMFITLHHAEBRRIE
1) =g ER
ZTv MW, X7 TV —)b (95mg/kg FETHE) 12XV EES LM RPEREAE RIS KT L
T, 125mg/kg (F21) OMHETHREE L SERIZIEI L, ZOPUSEEHIZ. NI AZTUF O
TEFRCELL LTS Y,
2) B
B DORNE (3/sec spike & wave) & 24 5 ER RAFFEIEO I R 2 88+ 5 9,

(3) fEFSHIH - T
LR L

VI, WS B4 A IHH 12



VII. EWEEIcBv 515

1. MREDHR

() BELEAVGLPRE
40~100pg/mL
<SHBEAT—%>Y
40~100pg/mL

(2) BRERGABRTHRE SN -LFRE
<BEZE>HEAT—4
A
AL P27 23 R lg 2R A%G LB, #5655 1~4 B O i h e 18~24pg/mL
ZEEL ., AR 60 R T 5 7,

INR
/MRS BNCT A7 23X R 500mg &A% G LB, BeG-4% 3~T7 el Chrdi Pl I L
PRI, 33, 4 BRI TH S Y,

/N5 BIIT 500mg G- Rp D M MERHREE (AL © ug/mL)
40 5

30 -

20 -

VERET R

(ug/mL)
10

013 7 24 48 72
B (hr)

WEf# (hr) 1 3 7 24 48 72
M AEFRRE (ug/mL) 32.4 36. 3 36. 8 26. 6 14.8 8.0

(3)
AR L

4) B - HREOZE
VI-7. MAAEM) OS]

VII. #E@EhreicBld 2 IHE 13



EYREREN NS A —F

(1) B
DR L

(2) RULEEEE
A=) v 2/
<BE>EYT—4Y
0.034/min (A X, 40mg/kg H[EIFE M4 5)
0.012/min (7 v . 100mg/kg Hi[AIFE O£ 5-)

(3) HKERETEH
MY ER L
<BE>EYT—4Y
0.04/hr (A X. 40mg/kg H[AFE O 5)
0.069/hr (7 v . 100mg/kg HFEI# A& 5-)
0.66/hr (=7 A, 200mg/kg H[EIRE O 5)

4 2IV752R
<BE>HEAT—4 Y
0.008+0. 002 L/h/kg

(5) HHBHE
<BESHEAT—E2 VY
#70. 7L/kg

(6) ZOfth
AR L

VII.

Y EReIZ a4 5 HA 14



3. B&H (REaL—>av) @

(1) frA&
AR L

(2) 135 A — S EHER
LT L

4. YR

5.

(1) Mm% — RBIFY @ad e
<BESHEAT—H "
M REIR ISR DI EIE, MR ORE L FERTH S,

(2) m%—RREERAME &
<BESHEAT—H Y
T hRAZ IR 1g KO U I R 500mg % 12 BRR4EIC 1 B 2 BNSAHT CTHRA L= R o HPE R
#% OB AN O PRI 61. 9ug/mL Th o 72,

(3) AF~DAT
<BESHEAT—H Y
T hRAZ IR 1g KUY I Ry 500mg & 12 BRI 1 H 2 [BNSH T TR L 7= B8 o H ERT
DT h A7 VI ROIMHEEIT 40~50pg/mL TH Y | HEZIT 60~75ug/mL ([ZHEM L7, [FEELF
MR MAE P OPEEE) 1 0.9440.06 (mean+SD) Tdh-o7-, HAEWOEILEIT 1 H 200~600mL
ThHO, FHFO= MR I FORES 64ng/mL L35 & 3.5kg DFAEND | HIEYHEREI
3.6~11.0mg/kg \Z72 %, ZOBTITHERDOT F A7 I Ik aHHITELRVWEEZOND,

(4) BEER~DBIT
<BESHEAT—E Y
8~11pg/mL (250mg HFEIFR OG-, /NR)

VII. #E@EhreicBlJ 2 IHB 15



(5) ZDhDMBE~DFEITHE
MMER e L
<BESEYT—4
TRTOIEIRIT L A EBEIHAT D0, EE~OSMHIILVIRIETH o127,

(6) MIFEAMKEAER Y
FEAERN

6. 3

(1) RBIEML R O BB
<BESHEAT—H
T hRAZ VI RD B5%IFRFPICEDOEEDORTHMIN D, EVIFTFI 7y —ARERICL VR
WEnd, FEAARBMEMIIE e FAFERT, BEED 40%I12H720  EHELITIT
FKIE®THY . ZOFENT AT o UK E LTRTICHERS S,

H H H
0 N 0 @) N 0] ) N 0]
—>

CH3z CHs CHs

CoHs CHOH HO C2Hs
|
CH3

Ethosuximide 2— (1-hydroxyethyl) — 3 —hydroxy metabolite
2 —methylsuccinimide
!
Metabolite I
Metabolite I l

(unknown sturucture) L. .
Glucuronic acid conjugate

(2) REICEHE5T o8FR CYPF) OnFiE, HFE5X

<BE>HEAT—4 W
T RhRI7UIRE, BRERI 70V =B HAWEFEE (in vitro) LV, F& L TCYP3A4 DIE

LR B T ENREBEINLTVD,

() NEBBHROERRVZOHE
LR L

(4) RBMOFEOERR B, FELE
AR L

VII. #E@EhreicBld 2 IHE 16



1. B
(1) HE B K OHEER
PR K O
(2) Hrir
REERR L
TVI-6. (1) RBHEBALN OGRS ) DS
(3) HFititRAE
AR L

8. FZUARKR—EF—IZET B1ER
AMER e L

9. BHFIZKDBRER

(1) BIESEH
HEERR L

(2) mi&BH
<BESHEAT—H
ISP R B A (G2 LT F = 17.0~21. Tmg/dL. 7 L7 F =227 V7 F > Z 0~b5nL/min)
WX 5= A7 X ROBITIC K DREREHET Lz, BFIIL, MREHTIEIT O 4 FEEFTNc =
A7 I R500mg A5G L, @EHTICE DFRERITFEE84. 9% Th -7,

(3) EEmMEER
YRR L
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2444 Parke-Davis Division of Pfizer Inc

e ZARONTIN (Ethosuximide)

KRR 1974 42 H

FIFE KO8 & syrup (oral solution) . 250mg/5mL

WRESUT AR | INDICATIONS AND USAGE
Zarontin is indicated for the control of absence (petit mal) epilepsy.

FH¥E N OVH & | DOSAGE AND ADMINISTRATION
Zarontin is administered by the oral route. The initial dose for patients 3 to 6
years of age is one teaspoonful (250 mg) per day; for patients 6 years of age and
older, 2 teaspoonfuls (500 mg) per day.
The dose thereafter must be individualized according to the patient’s response.
Dosage should be increased by small increments. One useful method is to increase
the daily dose by 250 mg every four to seven days until control is achieved with
minimal side effects. Dosages exceeding 1.5 g daily, in divided doses, should be
administered only under the strictest supervision of the physician. The optimal
dose for most pediatric patients is 20 mg/kg/day. This dose has given average plasma
levels within the accepted therapeutic range of 40 to 100 mcg/mL. Subsequent dose
schedules can be based on effectiveness and plasma level determinations.
Zarontin may be administered in combination with other anticonvulsants when other
forms of epilepsy coexist with absence (petit mal). The optimal dose for most
pediatric patients is 20 mg/kg/day.
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ethosuximide oral
solution: Parke—Davis

Div of Pfizer Inc,

2023 6 A

i Cl e
KE O SCE WARNINGS
[ZARONTIN-

Usage in Pregnancy

Ethosuximide crosses the placenta.

Reports suggest an association between the use of anticonvulsant drugs by
women with epilepsy and an elevated incidence of birth defects in children
born to these women. Data are more extensive with respect to phenytoin
and phenobarbital, but these are also the most commonly prescribed
anticonvulsants; less systematic or anecdotal reports suggest a possible

similar association with the use of all known anticonvulsant drugs.

Cases of birth defects have been reported with ethosuximide. The reports
suggesting an elevated incidence of birth defects in children of drug—
treated epileptic women cannot be regarded as adequate to prove a definite
cause and effect relationship. There are intrinsic methodological problems
in obtaining adequate data on drug teratogenicity in humans; the
possibility also exists that other factors, e.g., genetic factors or the
epileptic condition itself, may be more important than drug therapy in
leading to birth defects. The great majority of mothers on anticonvulsant
medication deliver normal infants. It 1is important to note that
anticonvulsant drugs should not be discontinued in patients in whom the
drug is administered to prevent major seizures because of the strong
possibility of precipitating status epilepticus with attendant hypoxia
and threat to life. In individual cases where the severity and frequency
of the seizure disorder are such that the removal of medication does not

pose a serious threat to the patient, discontinuation of the drug may be
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considered prior to and during pregnancy, although it cannot be said with
any confidence that even minor seizures do not pose some hazard to the

developing embryo or fetus.

The prescribing physician will wish to weigh these considerations in

treating or counseling epileptic women of childbearing potential.

Ethosuximide is excreted in human breast milk. Because the effects of
ethosuximide on the nursing infant are unknown, caution should be
exercised when ethosuximide is administered to a nursing mother.
Ethosuximide should be used in nursing mothers only if the benefits clearly
outweigh the risks.

PRECAUTIONS

Pregnancy

To provide information regarding the effects of in utero exposure to
Zarontin, physicians are advised to recommend that pregnant patients
taking Zarontin enroll in the (NAAED) Pregnancy Registry. This can be done
by calling the toll free number 1-888- 233-2334, and must be done by
patients themselves. Information on the registry can also be found at the

website: http://www. aedpregnancyregistry. org/

See WARNINGS.

A=A NZ U T Os%A

(An Australian categorisation of risk of

D
[ZARONTIN Clinect Pty Ltd, 2022 4% 8 H]

drug use in pregnancy)
%2023 4F 11 AR TA—RX F U 7 TOHRS
<H%  pEOME>
F—AMZ U7 DO4¥E : (An Australian categorisation of risk of drug use in pregnancy)

il

0o

AN

D : Drugs which have caused, are suspected to have caused or may be expected to cause, an
increased incidence of human fetal malformations or irreversible damage. These drugs
may also have adverse pharmacological effects. Accompanying texts should be consulted

for further details
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oral solution: Parke- | Pediatric Use
Davis Div of Pfizer Inc,

2023 4 6 A Safety and effectiveness in pediatric patients below the age of 3

years have not been established.
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