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(LLF. MR) Z~OEHOBMGFERSERIC IV EREMHTL TETND, ORI EHR %
MREMNZAFTHOOHEH VA M LTERGLA VX Ea—T7+—5 (BUF, IFERET) BSFEA L
77

19884FE|Z 0 AJBE Al (LT, BWREE) FINE2/NZBESNIFONE T, IFGEaERR. IFFiH
HARE L, £ O%1998FIC ARSI/ NE B, 20084, 2013412 AR EEIRIEHRE B S
DIFFRREFHEDO KT 217> T T,

IFRE# EaE2008 LMK, IFIZPDFEOE 7 —% & LTI 2 Z ENFHIE 2572, 2T LY,
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DA SCEAMET 28 EAHERE L THEENER - RETLT05,

2019F OUAT CHEFLHBEHOETIZ A D, [FLHEH2018 03 ARK S L, Ak TEEHEIE G OI)R
TGRS T DA KT A4 ) [CBET 2 IE RO =0, TOEFMEZKE L1,

IF& (X

IFiE T SCEEOFREMTE L, B - FEHIMEOERIEFHIZ L > THREBICLER, EHREL
DREELDOT DO R, WHHE OO O HR, TR O OIFHR, FEIH O ERH D720 D
., LR BE T T OO OERENERN SR AN OERMEHEL LT, BRENT
HEAE A R E U, KA O 72 D10 Y541 3K 0 0 8E IR 78 XX ARTE I H#50 B R ZEITHERR L OMRfE 21K
FHL TV DGR SALEMT BN D,

IFICFE#s 2 H B EANE BRI RE L7 IFRL s IS L L . — 5 O FiIs A bR E AGR O FEFHN O 1F
WOFEH SN D, 7270 L, BEBEOKEEICED S b O R ORI B OGN - Hikr - f2fit X
FIEEIIFOTHFEL TR O, ENHZ 5 L SEA¥ENL RIS IR, FIRE A S35
fili - fIr - BRREH T 5 & & bic, BERMTEEZT DD ENIFEMEFF O L AHiRE LTS,
IFORRMLITE T — 2 2 HAR L U, RIEAETORKITLAETITZR,




. IFORAIZHT=->T

A EIAROIFIZ, PMDA® EH I E TG WIRR O~ — DIl sk E Sh T\ a,

RUSR S TR A 7 B a—T 4 — 2MERO T & ) 12t » TIFZMERL - #2863 528, IFOJF AL
EHEE 2 ERBGICRE LT D ERSCIFERRR RO U E RS 2 oW ISR 3 O MR
DA AE2—IZLVFIHEAOPNEERRESE, IFOFHAEEZ@O L LERNH D, £1-, bR
AT EN DA EOEESICET 2 FHEICE L CiE, IFAKET SN D £ TOMIT, RERAENRIT
DUGTNEZW LN L2 CEE H 25 WSO E R D IERIBMEY — £ 2582 L 0 AR A &2
i 2% & &bz, IFOMERIZH 7= - Tk, BT OU T SCE 2 PMDA D [ 355 [ B 2R T B R D~
— U THRT DLEND D,

7eB, WIEFERASCZEMNOMARO SN LRI TWD VA, BREE < IXI. 2E5&6, IXII.
&) BT 2HBETARELZIT TOWRWEFRN G ENDLZE0NH D, ZTOY FNIZITHoREE
TRETH D,

. FAICKRLTORBRER

IFZ HEEBICBOVTRNT Z ENTERWEREBERIRE UTUHEH L TWeZ & 720, IFX AR
DEGEZ T T, ML R IR O RIKEIRFE X ITARTE I B 3 MMERL - #8692 PR IE S E A
TeODFIER T D & ONLEDITTEA, Foal « RBUTITIEMEIE O JR A H RIS =3 5 O iR 5e
WARMEENCET 204 FI Ay, B a— R - 47 - 7777 4 2AZ0HNE —EREZT IS
AR, IRGEIE RSBV A N7 A Tl REKGRIECAFRIN O AL ICE T 5 F @I HHz SV
T, BIEBENERULEFEENDOORDIISCTITI T EIEFELILZRNE SN TEDY, MRE~DA
VEAE2—RHLOHFHAE R LTI FAZEE ORIFONE A REIELRELOTHDL I L&
ik L TRt by, BERMEN OB O A HEROBAIRILEZ R L, T OREIMEZ A
&, ERBFSICR T A EEM A AHET D 2 SIFERFOAE TH Y, IFZIEH L CH (B2 E
IAESH A DI L TWETE X0,




B b/4

1. BB BIHE - veeeeererreerrememssesemsenssenns 1 VI EEEB(BA G BIEE eveerreereeremremseesnenns 10
T BHIE DB oo 1 1. FEHERICEED &M XL EWEE ... 10
2. B DB e 1 2 BRI e 10

I 1] 32| 22 iz
3. %DD@%%UTE@%I\Q_{ ...................................... 1 VH_ ﬁ%a%(:ﬁﬁj’%lﬁﬁ ______________________________ 11
4. WEEMAIZBE U TR &SR 1 .
5 ﬁ(%ﬁ%ﬁ:&()\{ﬁ@ . 1ﬁﬁﬁi@ﬂrﬁ|ﬂ3§$£ﬁ “““““ 1 . ﬂqj(}ixi 5:*4 .......................................... 11
6. RMP OBEE oo 1 2 HRELEGRIY ST A s 1
3. RHEM (Rtalb—32 3 ) B . 11

M. BFRICEATHIER ---oooreeeerrmmeeeenes 2 A W oot 11
T TTA e 2 D e AT et 12
B e 2 B . R e 12
3. AR IR e 2 T T e 13
A S U T B oo 2 8. "I U AR—Z—IZET HE R e, 13
5. AbF4 (41 UIARE e, 2 9. BHTHIZEDERER (e, 13
6. EHA., &4, K5, LB e, 2 10. BEDEFEBTDEE (e 13

R e = T 3 11 Z DML e 13
1o WIERAL IV oo 3 VI R£H (ERLOZEES) ICETHHEE 14
2. B OEFESRME FICBITDEENE ... 3 1. BEERNELE ZOFEE e 14
3. BRI OWMERRERIE, TEE o 3 2. BENELZOIE e 14

V. BUSIIZEEE BT coooeeeeeeemmmommemeeeeressssses s 3 DREUTDRICHEES B L ZOM . 14
L . 4. AEROCHEICEETZIER L ZOHH ... 14
2 . @ﬁa%‘%ﬁ% ..................................................... 4 5 . Egii%j{[ﬂ/{ﬁiﬁ&%@ﬂm “““““““““““ 14
. . ‘r._‘/‘ ‘J‘.........: ........................................... 6 . %ﬁz@%%%ﬁj‘é‘%%@:%j‘é?jz‘:%:.””” 15
3. WFTAAEIR DR OB v 4

T FHEAETH oo 17
A o T e 5 ~
5. AL B A B 5 S - 8 . B e 18
. {E H] HE’ IRIFE eeeeiiiiiiiiininnnnnns .

9. BRIRMAERE AT RIE TR e, 20
6. BAIDATRENE FIZBT DL o) 5 o mah ’ o1

. L2 = = R 5™
7. Ly NRIRIH DLETEME oo N
. Eifi;iiﬁ?;;igm%m) 2 11 S D TERT oo 21
- o SRS e 12, Z DMUDTEE oo 21
O R e 5
10, 2552  A0HE e 7 X, JFERERBABRICBEG SIHE woeeervererreresees 22
11. BRI S DB EE oo 7 1. ERFHERBR oo 22
120 F DML e 7 2 FEPETRBR e, 22

V. BEICETAIER - 8 X. EHAEIFICRHT AIER v 24
1o BB S TN oo 8 1 B RS e 24
2. ZhRE T BB T AR e, 8 2 B RIEATT e 24
3 R R O B e, 8 3. AEEREETOIE oo, 24
4. MEROHEICEET DS e, 8 4. B EDOTEE T oo 24
5 o BRI oot 8 5. EBEETENT IR oo, 24



6. [A—R57 « TFIZIE o 24
7. FEBSHEAFEA B e 24
8. BIEHRIFEAGAEH B R OUKRE B, FAMKELUE
AR H B BRZEBAEFEH B o 24

9. ZhRESUIAE, HEK OHEZ T BNE
DOFEH B EOZEDHR oo 25

10. FEARER. B RARFEA B R ORED
P ettt 25

11 FEEAEHIM e 25
12. FFHIMHIBRIZE T D1E R o 25
13 BT F e 25
14, BRIEASAT EOTER (oo 25
XTI. xﬁk ................................................... 26
T BIUHSTER oo 26
2. TDOMDBE MR oo, 27
XII. §%§*;|, ............................................. 28
1. FEZRIMNETOFRTERD e 28
2. WM DERAR SR oo 29
X 1. ﬁﬁ% ................................................... 30

- A - IREESCRR IR U R 21T 0 1I2H

T2 TCDBETEH oo 30

. DD BEEIEEE e 30

W

W& & MR

Tmax | fee i 5 i EE R ERF

Cmax | fem PR

£1/2 TH -3

TLC WE/ e~ N7 7 40—
LDso 50%%st & (Lethal Dose 50)
EDso 50%4A 2h=% (Effective dose 50)
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1.

AR DR

AENX, 7V I N2 ET LI TANAAITH S,

7' X RUE 1949 5 ICT 41 (EE) TR VB INIZHTANAFIT, (BFHEED S 2 TIET =
IV EZ— ORI YS T 5,

ENTIX, 1956 4 1 AIC T4V U] ORFEATH L ROAE E L THRIERMM S 41, 1981 4 11
RAiX T~A v U kL) ORRGED IR STz,

1975 -6 H 26 0., fifli CEZOFIHN) (2T, FEKFIEE 14 548 2 HE 5 OKGBIELTFm)
DWTHUT HFEY L\ & OFFERE R 2 1572,

2004 -1 H 8 H, EEFEBLIERIRICESWTIRFEAE [~A VU V8] 226 [7°U I F8E 250mg
KEAR], [~V 0 R D T70 I RUAIRL99.5% KB A ICEEOARESE-,

201143 A 1 B, KARELUEMRASHD B E TSI, RERTE AR Z &M LT,
FIFFIZ, T7U 2 FUBE 250mg KAAR I S T7Y 2 RUBE250mgl HET. |, 77U I KA 99.5%
KAA] 76 17U I Rk 99.5%HET ] ICBEDOEF 21T,

2. HROBEKRENEY
(1) KFNZX, VI RUEAEIRG ETHIHTANAAITSH D,
(2) EREIEH BEEARH) & LT, KEREIRERRE (Stevens - Johnson JEMERE) . FHARNEME

M., AN, MR e ARE (Toxic Epidermal Necrolysis : TEN) . I B & 7 s &
nTwnas,

3. HAOHEFFHEE
(1) NTZQELDR FUiTF v v FITUAATRERES 7 & TH S,

4. BEMERICEL TAMIRERHE

R e
BT A K5 | b I
RMP biis
BNOY A7 MRS E LT |
(RS RTO B B
RO 1 <54 > I
R Lo R BT I
5. REEHRUTE - /A LOHBER

(1) RBEH
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(2) #fE - EALOFHRER

AR ANA
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A Lz



I. AMICBEY HIER
1. R3E4
(1) M4
7 I RU6E 250mg [THIET
7'V I R UHIRL 99.56% [HE L)
(2) ¥4
PRIMIDONE Tablets
PRIMIDONE Fine Granules
(3) BAMOHEE
—fRA LD

2. —i4

(1) M4 (WMAE)
7' K (JAN)

(2) #4 (@aE)
Primidone (JAN)

(8) RT L (stem)

R
3. EEXNITTHERX
== S
H
O. N
HsC._ N
NH
0

4. PFRRUHSFE
57 F 2 C12H14N202
sy TH : 218.25

5. {E%¥4 (fifiE) XIEXE
5-Ethyl-5-phenyl-2,3-dihydropyrimidine-4,6(1 4,5 H)-dione (IUPAC)

6. {BERA. fla. BE.
ez L

5&S



M. A¥MESI<ET3EE
1. MELELENNE

(1) 58 - 1R
FEADOFEEMEOB R TR T, I2BWE A< . HRITE T,
(2) BfEH

NNTAFNURNLET I RIZRORETOT L, B D UNIROR0BTIC L, =& 7 —)v (95) 1T
2L, KRIZBD TREITFIZK K, Y2FAZ—TWZIZE AL EET 2,
(3) WiEtE
WA I EER D Hiv7e vy (30°C, 40~100%RH)
(4) AR (SRR, K. BER
Ah o  279~284°C
(5) BIEEMHMEN
MUERR L
(6) REREY
AR L
(7) TOMDOERRIEE
HIF AR O pH 1% 5.6~6.0

2. FAESDEBEHTICETSREME
iR 2 FORMIRAFRBR TR, SFRICZMITRD DTz,

3. AMmSOEBERRE. EEE
(1) mesBaliRiE
1) BRERIZ & 2k oy fig
REEREE L MEAT D L& RVLT VT v FREET D,
2) U b~ AU
AR EET B Y U LZRE, MAT 5 L& BETOTRTHELIRAEY b~ A REFLT
2o
(2) EEIE
SO AT R T
FUBHATR M ORI I > S WO E 2 JET 5,
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1. #ifg
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FREE, MR
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HR5E44 7Y RU8E250mg [HET) 7V 2 RUHKE 99.5% [HIE T
Al EHHRA D OFEEE AL A1
47 _ [t
- (T
\s25/
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NI Wi | I
N4
Al C
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EX (mm) 4.6
H& (mg) 280
FNIN=EEEN M 595
wEEa— R (Dm5

(3) #Aa—F
(v. 1.
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(2) WHIOHBLKOMER ) DS

(M. 6. "WAIOKFEREM TR 2LEN] DHESM)

(5) Z0fth
R REHR L

2. RAEDOHER

(1) ARRS EERSD) OFBRUTFNA

{ongd

7Y I FUBE 250mg
THET)

7'V X R HIRL 99.5%
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A5k Sy

18 7Y 2 N2 250mg

1g 7'V I R 995mg
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E ReXs b itlro—RA
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B R L

AR

. BRABREOHREUVRE




4. Hff
LR

5. BATSaEEEDHZKMEY
B R L

6. RAEDEEERTICETEIREN

A PRk RIS LRAFIERE i RERTEH AR
40°C HEE TS5 A 6 7 J1
NERGS 54
%: i 5 50°C (EH) e %% BRI S
A 5] i R 3 [=) %
B | s | wmg | 40C - 80%RH “%%éfﬁ 1A TLC BRI
5 —— - \ iR
S A I A BT Wit
L | 40°C iégf 6 1 A BRI &
5 o e PR N
~. | | | 30°C - 75%RH (L) 34 H o T
. - TLC
MDA f NV o A
LU I A :?i;;;;7 ﬁﬁﬁg%ig 20 I B
AU - FH e
Efﬁ{% =i 34 PEAx e T
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8. AL NEAELL (MEBILFHEIL)

(IXI. 2. ZOMOEEEE] OESMR)

9. Bt
(1) EHHR
<7Y I N8 250mgl HIE | >

7Y RUBE 260mgl HIET 1%, HARERFHFMEELFEE 3 MMICEDONTZTY I RO
HEICHES L TWD Z EBfERENTWS,
(BB IZ7K 900mL 2 vy, TEHERBRIESE 27512 X V. 50rpm THERZ1T D)

P AR
PR BE IRF P H =
250mg 15 4y 80%LA |k

J

<Y I RUARE 99.5% HEET | >

J

7V X R UHIRL 99.5% 1 A EE T id, AARZKFITIMER I 3 BICED b7 U I N R O%
B ICHES LTV D Z LR fER STV D,
(GABRIEIZK 900mL Z vy, IHBBRIESE 2151280 Torpm THREBRZ1T 9)

T AU
TN Fi e IRE R
15 7 50%LL T
995mg/g
90 47 70%LL £




(2) wHHER
<7VU I NUBE 250mgl HIET.) >
PR A
LE AR BWHERE SR E
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CHE]
- pH1.2 (50rpm) Ti, BE S N7ZiBREFFLANIZ 85%LL E¥EH L7=,
- pH4.0 (50rpm) TiX, BIE S N7 BREFFLANIZ 85%LL E¥EH L7=,
- pH6.8 (50rpm) Tk, HE SN 7= BRFFLANIC 85%LL BRI L7z,
- K (50rpm) TiX, HE S 7RI LINIZ 85% LA EIEH L=,

7Y RUEE250mgl HE T XAV EFTHMECRT S (770 2 RugE (250mg) | OEMERIFITH S,
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- pH4.0 (75rpm) TiX, HE I 7= BRREHLINIC 85%LL FIEH L7,
- pH6.8 (75rpm) T, BIE S N7-iBREFHLANIZ 85%LL E¥EH L7=,
« K (75rpm) Tli, HE SN BRIFHLINIC 85%LL BRI L7,
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b5,

R Y
NN
(VA HY B
100
90
80
70
& 60
H
%= 50
5
%
30
pHI.2
20 pH4.0
—— pH6.8
x
10
0 ; :
0 5 10 15 30 45 60 90 120 180 240 300 360
HERIRIEE R (9)
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(1) FRMIRELGER - BF. NEI’RKRLER - AEICEHATLH1ER
L7

(2) A%
(F) 2 FUggE250mg THETL )
100 8 [T AF v 7K hL; NT]
(72 FUMH 99.5% THEI D
100g [T AF v 7R ML NF]

(3) FPEEE
Y LR

(4) BROME
RV F LU, 7V FF v v/

1. FlREHSh S BME
mL
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EREE (Ov IV BEREEZED)

OFME R/

O/ME GEE) R [SA /D= —FE., KRiI (BE) RME. RETAMA SRIFLHEREMAE. BNS
FLhAFE)]

2. MEERIEHRICEAET 5FE
RE STV

3. HiERUVHAE
(1) BERUVRAEOHES
U R E LT, @ERANIGEYY 3 BREIX 1 H 0.25g Z BRI D& 595, LIt 3 HIME
12 0.25g TOWEL T, ERICK > TUIHIEDOWHEABEL T, 1 HE 1.5g £ THHE L, 2~3 [
ERNERST 5,
BB, LBEIZEL-oTITX1HE20g EFTHEETHIENTE D,
ANVRIZRF Ui VR 3 X 1 A 0.126g st R 0595, Uik 3~4 AMEIC 0.125g
FTOME LT, ROEARELR G BEE THiE L 2~3 BICoERR D #5735,
2% ET 0.25~0.50g
3~5m%ET 0.50~0.75g
6~15m £ T 0.75~1.00g
FERIZ K o TEIRIEDOHEEZBEL T, SHITHEEL TS LU,
(2) RZERUVHAEORERE - B
MR L

4. AiERURAEICEHET SEE
FEEIN TR

5. ERERRLIE
(1) BERT—321Rvr—o
MER R L
(2) EREREEHER
U ERR L
(3) AERGERFERR
Pl v/
(4) BIEMEER
MR L
1) AREREERER
7 X RUOERESE BIERBIOMEEZHTL L THDHH D) %, [EPNICHR & SMESCHERIZ S T THE R
FrEH L,
HLEHIBR L TlE, BIEERIEE D D VIEER) - A% - 0% FEIEED 100~25%1 72y LI FE
ERNEE S N7= b D) LR INTWDHIH0E 7Y I RUFEFE L THR-T-,



P’\j 57* GININZ 7sha (o,
i PR e FhEGy | eaR | A
FVEBIEK 312 2,386 2,698
REABIE (ERE 148,180 82.2 9671455 66.5 | 11151635 68.2
KIAE 82,798 83.7 854,71185 72.1 936,71283 73.0
FERRIE 01 0 74,148 50.0 74,149 49.7
oy r V) HIAE 2,/2 100.0 12,14 85.7 14,16 87.5
AR A 3/3 100.0 27,108 25.0 30,7111 27.0
Z D, 61,76 80.3 — — 61,76 80.3
FERIE RN AR 39,53 73.6 176,310 56.8 215,363 59.2
FE AR E RN A 39,51 76.5 176,310 56.8 215,361 59.6
KB FAE 02 0 — — 02 0
IINFEVERE 20,738 52.6 83,7224 37.1 103,262 39.3
RAPFEAE 11,714 78.6 7,19 36.8 18,733 54.5
S AU m=—RAE 6,7 85.7 19,743 44.2 25,750 50.0
ST IR 03 0 9,10 90.0 9,13 69.2
R 313 23.1 48,152 31.6 51,7165 30.9
Z D, 01 0 — — 01 0
EAGI SR — — 1,2 50.0 1,2 50.0
Z DD IFEAE 2,17 11.8 6,15 40.0 8,32 25.0
RATIFENE 15,24 62.5 295,380 77.6 310,404 76.7
KIFEVE+/NFENE 10,713 76.9 97,114 85.1 107,127 84.3
KIFEAE+ I PPEE)FE 5,10 50.0 90,7105 85.7 95,7115 82.6
Z OMOBREHFRIE 01 0 108,161 67.1 108,162 66.7
S HIE RIS 159,226 70.4 | 1732,72635 65.7 |1891,72861 66.1
NS 304 2,799 3,103
(FF-RFAm FR SR
2) REMER
B R L
(5) BE - WEHHR
M E R L
(6) AENER
B R L

1) ERARERE (—REARERE. FECARERE. FAMELRRE). HERTRT—4R
—RRE. WERFTREKRIBOANSE
R L
2) RBEHL LTERFEOAENIIREL-HE - HEROME
LR
(7) 0Dk
YL



VI. E3hFEBE(ICET HIEE
1. FEZPNICEAEHSILEVRITILEMEH
Tz )NV ER—)L, Txz=h AV, 2T afEBr N A, AR, V=¥ N, sa)
R PAV NI
HE : BHEOH HILEMDIIEE - DREFEIX, BEHORMLELSHTHZ L,

2. RE®H

(1) {ERERL - VEFBFF
FU IR, . KN TE LA ST C 7 2/ 2SVE X — )L Tzl F < T I RICE
bT 20, ZOZS5ORFWLIUTONAEREZFET L2006, 7Y I R ORI
WOERALEG L TNDEEBEZLNTND 39,

(2) EhZERMTSEBRMR
18.2 LV AMHIYER
TV RUAET =/ e X — VB LT O AER 2R T, ~ 72 KRT v hEAVEE
BRC. mREBRTVWHRAOME, ERTVRARED EF, X7 7Y — i A O E D
FUFWILAAER 2”328, I RERE T DL AMBIER 2RO O T, ZoERIC W TIET =
JINNVER =R T 2= b R BT NTND 9 0,

x EKREBIOVOAIGIER (Z v H)

No. of Rats in a Group of 10 in which the Tonic
Oral E .
. xtensor Component was Abolished
Anticonvulsant Dose -
me/kg Hours After Dosing Total’
1 3 6 24 48 72
Primidone 500 6 10 10 10 10 1 10/10
200 7 10 10 9 1 - 10/10
100 5 10 10 5 0 - 10/10
50 3 9 10 4 - - 10/10
20 1 9 10 1 0 - 10/10
10 1 8 10 0 - - 10/10
10 2 7 8 1 9/10
5 1 6 5 0 7/10
Phenobarbital 20 5 10 10 1 10/10
10 3 5 8 1 8/10
10 1 6 3 0 6/10
5 0 0 2 0 2/10
Phenytoin 200 9 10 10 2 10/10
100 9 10 10 0 - - 10/10
50 4 5 4 1 - - 7/10

% : The last column includes all rats which did not exhibit the tonic extensor
component at one or more of the test times

(3) {ERISEEUSM - RHREsR
AR L
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VI. E¥BRRICEY 5EE

1. MPREOHTR

(1) ARLADGOLPRE
TAMADEIEFECIERNZ K> TEWEH D28, —fKIC7 Y 2 Ruid 3~12ug/mL” 28, 7= /3
R —F10~30p g/mL® NEHZLE L TORENRTWD,
F72, 7V RAZOWTEB5~15ug/mLY, 7= ) S E X — /2O T 15~25 1 g/mL'"Y, 10
~40 u gimL? LT HELH D,

(2) BFRSBRCTHBRSh-OPRE

16.1.1 EEKE
fEER N 3 B, 228K 600mg 1 [Fl#x 5 1D
N Tmax Cmax tie
e (h) (4 g/ml) (h)
TVIRV 120 8.99+1.18 19.4+2.2
7x ) N)LE X —)L 52=+11 0.30+0.05 125+20
TJxz=)VzF )T IR 360 0.35+0.06 26.5+t1.0
R+ AR UERR S
(3) HhEE

15 1 g/mL P4 E 12
(4) BE - ftHEOEE
(Tvii. 7. fRAEAEH ] OHEZH)

2. EMEERN/NTA—4
(1) ftHhAE
1-ay—krAv hETAW
(2) BIGERETEHR
AR L
(3) HAEEEH
AR L
(4) VY7 VR
CL=0.78+0.62 mL/kg/min. [4fEF—%] ¥
(5) NWEHE
Vd =0.8L/kg SMET—#] ¥
(6) Tt
AR L

3. 8%H (REaL—>av) #H
(1) A&

MR L

(2) NRSA—4THER
MR L

4. R

N AR =T =%
WL« 59 60~80% (HhEF—%) ¥
7 2 KT ~DOEBA R 2 TS5 O T, ML EERIEM X IR Z IEMEICmS = &

E72 0T LV,
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5. 9%
(1) itk -FeiBE P& @ tE
16.3.1 Ii& — FxPEAPE @t
FTv M7 Y I RUBRGHOF, M, MNICK T 7Y I Ry, 7= /7 290X — LREZJIE
L7245 ik, R & IS CHIASR & i i R (2 B BIER 2338 8 B Tz 19),
(2) Imi&k-fadkEaFE &
16.3.2 1% — fa BRI & @ E
HPERED 20 10 N2 7"Y 2 R 250mg 2% 5- L2 & X ORMAD R 1E 0.83~7.2 u g/mL T,
Z O M IREIX 0~8.3ug/mL TH 2D 10 FMEANT—X), F7z, RHAMETREN 4.8, 5.5
pgmL ®& X FAEROMEFREXZNEN 5.4, 5.5ug/mL THV, RHERIZHT D IZENE
1 112.56%. 100.0% (FHAIMIEHIREZ 100 & 32%) THDH 17,
(3) Ait~oBiTiE
16.3.3 Eit~DB1THE
BEFL TP i B S BRI TS TR O 80% T~ 7= L DMENH 5 19, [9.6 B ]
(4) HE~NOBITHE
16.3.4 FEE~DBITH
BER /MG PSS 0.9410.04 THDH & DOMENH 5 19,
(5) ZotioB#~DRBITHE
MUERR L
(6) MFEEAKEAE
16.3.5 MPFEEF/EE
MAERE FRE A 2RITH 20% T - 7z 20,

6. i
(1) REBLIRUCKBER
16.4.2 {LEHIRER
FELTHIBRT - HPBtEa=% I C 7= /) AV X— LT =T~ T 2 RiZRb 3

9,

7
CoHs /C_NH2
\
C—NH,
0 I
1 H ///v
CZHS\ /C N\
@/ . CH, PHENYLETHYLMALONAMIDE
C—N
| H \ (0] ﬁ H
o) m H cH. C—N
CoHsy /C_N\ A° o=
PRIMIDONE c c=0 E— L£=0
\ / HO C—N
C—N [ H
I H 0
o)
PHENOBARBITAL p HYDROXYPHENOBARBITAL

(2) REICEHE5T 5K (CYPE) OHFiE. F5F
MR L

(3) VEEEHNROFERVZTOEE
MR L
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(4) REVOFHEDOAERRVEEL, FELE

16.4.1 ELREEY
T2 )NV ER— L E RN T 2= F~a T 2 RTHY, WTRHIEBEELZE TS 3 9,

7. et
16.5.1 HEl#RER
FE& LUTRPICHREE D 29,
16.5.2 it
BeH5.% 81 BRI DR PRI T Y I R 2 LT 20%, 7=/ S EX—/L e LT 4%, 7
= VEF~wr T I RELT48% TH -7 20 (X, 400mg/kg 1 B4 5),

8. FSVARR—A—IZBHT S1EH
AER R L

9. BWEIZLZKRER
(IVI. 10. HEDEFEAT HHEE]. VI 13. BERE ] OHEBMR)

10. BREDERZHITSEE
16.6.1 BHEERESE
MEENT 2 4 RS2 T TV D EBPER R REE 4 A COSir 2 RERHIATC 7Y I R 250mg X3 500mg
1AM LR, g2 U7 T 2 203 97.TmL4y . R 5.1 B Tdh o 72 22,

1. Ttk
16.8.1 FHMARE
TANADBEIEECIEHNZ X > TEWEH D2, IV I FUiX 3~12pg/mL 3, 7= /A
AEH =/ 10~30pgmL AEZE L TORENTND D 8,
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VI. £t (EAELOZXESF) CEYHEE

1.

EENBLEFTOER
BEEIN TR

. ERABLEDER

2EE (ROBHICEBEELELNI L)

2.1 RAIDORSy XF v ey — VR R LA Wk LB BUE O B
22 SHERIRMERNL T 0 VI AEDEFE [Rv7 4 U EEAEML, ERPERTIBZNNH 5, ]
(figsn)

24 BEOEDOFBULT LAX—KISICHES S SO DIEN, AEOHREICAS L ZANZVE VDR T
V5. BBEEOBEEIED i 5 BHE~OREIFIOFRG1E, L9 ROBIELI BT L b
DEVI, IO, MOFRF LR ARF LMD Ve —VEERLER) (7 =/ /S E S —
by AZNEZ =L ARV EH —)VE) TBRBUEDOBHEREO & 5 BFIZITET TH 5.

22 NALEY— AR EAEWITINFRTORL T 4 ) L OFIERYWE TH 5 ALA (§ - amino levulinic
acid) MORNLFREY ) =7 DEGREZRET 5720, FHIHFHEOR LT 0 U ETH 5 Al
IRMEARIL 7 4 U E D B TR & OErmRE k7 EaMERE2F R8T 2 e nd 5, Z
D=, ZDOX I BRBE~OREGIIESRTHD

. DREXEHRICEET SEELENERA

BIE STV

. AERURAEICEEY 5ER L ZTOERA

RES N TV

. BEEGEFNIE L ETOER

SEELEXMIE

8.1 HWHFICHIT HEEEROBIM WDV LEEOHRIEIZE Y, TAPAERERENO DD Z
EMBLHDOT, TeHAERIET DHEITIE, R ICEET L7 SHEEICIT) 2 &, [9.1.1, 9.8.2 Z#]
8.2 HR#R, MEEhEE, HEEVGH, IRMREEOIERITBEERGOHIETH L Z LNZLNDT, 2D X
DR B B ONTGEITIE, BEANEE THRAICEET 22 L, [13.1 ]

8.3 AT EMAIICH - BirE, MIKMRAELZITS ZENEE LV, [9.2, 9.3, 11.1.2 ]

8.4 IR, HET - ) - KETEBRNEFDRTHNEIDLZ LN LD T, KAIEEGHOBEIZIX
B &) fL 00 HER e E SRR 2 O B OBMEICIEF SR WL o BT 5 2 &,

8.5 B, IRIENHOLDONDEZENHDHDOT, EHMITHIMEEZITO ZENLEE LV,

8.6 B/TICKY, MIET NV HYARART 7 Z—BED LA, MGV T L - HED CORTERDH S
DI H AT, BETE X 22 D Ok D2 EEZ1TH 2 L, [10.2 2]

(figt)
8.1 IRHFOHTANAAZ I ES D WITF T 5 &, AROBIELD S BITIRWFEENE Z
V. LIEUIECANAEBRENREND Z L03d D,
TAMABERIREIL, CTADARIEEITT VI AREES 1L EELS WY 3 Ex 0
FAEITE S &b AL R TR S 58 U, BIEMKNICERROEE 2RO 20 O L ER
., WTNOHEIC LRI, MREREEEORERERSHEREZ AL, EMGOfERICEHIND Z
LD D,
AR 72 HIXT A AFNEIT I BUE 03 2 BHIHE 3MB) < RS R 2 < OBEE OfRR THRET
52 ENZND, TADAERBIRREDS AT Z OIMHIFEAE 2 B2 LT L E izl 722 R men
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B2, TANAFRIENREREMGRT 2D EE 2 bMWD,
L7z3o T, BFEEZFILT AR IEET 572 CEEITOLERH S,

8.2 Fu CAMAM D IRMI I EE IR, AU, IR, Ml RGBSR D b d Z L d 5,
O OEWERITIHERREMNRAER THY | BERGOEEE LTHLbILD Z ENEL< ., BHEM
BFELEEEOPIEIC LV EET D,

L7z o T, 77U FUrazaddit CALARIOERERIL, IR E2 /I LRIER ZlET 272012,
EMPICmHPREZREL, KEREZFHTLZEDREEND,

PLCADABNE, BHIRRG SN DMK OEATH L7720, BEMICH L U0 REBRNLET
»H b,

8.3 BFHOIHIZFH STV D K H 1T, IFHREAE T | BIEE, MEEEN N REINTNDHOT, H#
A E I TR RER A (AST(GOT). ALT(GPT). ALP %), BfEf4 (BUN, i L7
F =), MiEsg GRfEk, Amek, /W) 2EEL T, +oRBlEob LickET528
DEE L,

6. HEDEREATHIBEICETIIRE
(1) AHHE - BEESOHIBE

9.1 AHHE - IEEZEDOHLBE
9.1.1 EBHE

MR INH 2 Z T B2 b 5, £, EATICBIT 2R EOSE D 20 LSO IR &
D, TADAEBRERHSDND Z LS5, [8.1 BH]
9.1.2 FIRMEDNDET LTS5BS

1020 &2E1k i B ol R SEap AT R
9.1.3 BEEPIMERBIE R THEST L -BIRBILIED H S HE
AR DOERNBL H b HBENNH D,
9.1.4 DEEOHIBE

MR oA 2 i T BEhnd 5,
9.1.5 ARRBEETEDERE
FIRIMEREDO R E 2 T BENNH 5,

(figeasi)

9.1.1, 9.1.2 /LY — VR EWITIERE O RFR K A EE I 223, S OERIREE 0T A
INUEERIEIRIE L L THWON 2B TRIETH D, FHRINHI ORI HR G- &ICBER T 228, FFTHE
i R PEBERE DI TT LT 5 B TIIRFRIH 2 o b DM T W DIEERMLETH S,

9.1.3 N Y — VR L EWIEPAIEIER 26 L TR Y | FrCIEMAMERBE X OHETT L 72 Bk
WALIE D & 2 BFE TIE, FHIIHHEAR S HbCT WO EENLETH D,

9.1.4 N EY — VR EAEWIT. W@E O E TIIAEEREERSRMERIIRE 20V, KETIEHR
PR OSSR MEERNC & 0 M58 2 350E R OV ICEEER L O &2 D S8 570, IENME
TToZen3dbs, B, DEEOHIBEETIIZOMEAND bR T WD, hallHlELA
W RER G 2T 27 LEEICRGTHILERD D,
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(2) BHREREERAE

9.2 BEHREEESRE
SEROBEA, Fo, MPRE EFOBZENADRH D, [8.3 ]

(fi)
9.2 7Y I FUoOBRGICEVITEERE, BEENOHODONLZLBHY . £ —RITHT - BHRER
FEOHLBEEIZTORERICER LN HEEICRGTILERDH D L VDI TN D, I,
N L DA - BEERERRE OO - PRPEEIC L i RES R L RER OFEHO LR
PMENREHEDLLDOTHD,

(3) FritREpEERE

9.3 FF#ReESTEE
JER O, Fo. MTEE FHoBEARH S, [8.3 BH]

(fi#s)
9.3 U I FUOBGICIVIFREER. BEENRLLDOND ZENHY . - —MKITH - Biknek
EOHHBEIIIEOREMICER LN GHEBICHGETO2MLERH D L Vb TS, ZiUL,
N XD - B E OO - PR EIC L0 iR ES B L. BWER ORBLO LR
HREE DO THD,

(4) SFEREERTHE
BE STV

(5) WEim

9.5 iTiF

9.5.1 1T SUTIENR L TV 2 FIBEMED & 5 & MEICIE, 1RIFR EOF M (FHEAD TANA TSI &P
&, RILAZIREERIREN BFD) BaritEd BRID EHE SN 558 105352 L, IR
CAA G SN EBFEOPIC, AR, AERE AT 2 WA HE LFR32 0 & OE PRI
WD D,

9.5.2 IEIRHFICRT 2 G TAR 25T 558101, AR B G425 2 EnEE LV, HiR
HIZADFLTADAA] FFIZ7 == A V) LU L TIREGSNTZEBEREIC, AT LA H
PE U T- RIS AFK I 5BE & Ll LT & OBEZFHEREN S 5,

9.5.3 {LiRT O G X HARICHmER, FFRIGIEEZEZ T2 ERH D,

9.5.4 SpiRATIEMH L7256, HERIANICEENER (28, Rk, RKHTUE, mEBES) Ko b
sz Enb s,

9.5.5 (LIRHPOEGIZLY . EBIKTFNEL D L ORENRH D,

(6) RELiw

9.6 RELIB
RAZETIEDZ L, BATIBATL, ARICBEDIRKZEZTBENLRH D, [16.3.3 ZH]

(7) MNRE
FEEIN TV
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(8) EinE

9.8 BiNE

ZEND D, (81 2]

9.8.1 B H & ILT 2 EAITIL, B IS 27 SHEIC/TS = L, NIRRT Z LR b 5,
9.8.2 WHHITHIT B HROBMAM 2 LEGEOHIEIC LY | TALABERKESS bbb

7. HEEHA

(1) BtRAES L TDEK
BE STV

(2) pfAFE L TDHEH

10.2 BEREE (BERICEET S L)

KA

EEAER - HRE Tk

B&FF - faBRIA+

TN

AP RESETT 52 L
N5,

KEN XTI VA< DRy H
FERFEERICEIY . REMEEIN
50

B EMT 2L H D,

FE R F FE RNV UOMPRENMETIABRNTE RN OT7 VT a B
THZERHD, B aeEd 5,
N2 G/ I R %o 7 U oo AR O MR RFHEERIC LD

Rt A7) OREPMEES D,

AFNT =5 — b

ABNIOEHANEEREI NS Z &N
BHHDT, ZD XS BREEITIL,
WETL2RSEEBECRGTDHZ
ko

AFNT = =F— M LD ERF O
R END EEZHINLTWD,

HOR AR B i 51

T ) FTVUHER
SV B — LB AR
=BRRHL D O
Pie 2 I Al
=%

FEICERANEE RSN D Z &N
HHDT, ZDLXHREEITIE.
WETL2RSEBEICRGTDHZ
ko

ARHN & T B OFEA O X w0 )
Hizk 5,

T TR RS ILE
#l

FEICERAREEREI NS Z &N
HHDT, ZDLXHREEITIE.
HETL2RSEEBEICRGTDHZ
ko

PEFFIIAIATH 2,

FT Y R AREERIRA

ESTPHR M E AR IS A Z &
NHHDT, ZDXH7BEEIC
X, BET AR CEEBICKET
HZ L,

WFRIAIATH 203, mHED 7 = /A
NEZ = NVEMEEZKRTSED EE R
LTS,

TEZYVTIR
(8.6 Zi]

7V, BEALIED & b bR
TN,

AENZ L BHEZ I D OfEtE, 74X
VI RCEBAREMET  R— A B
IRIMEREEDEENEZEZ 5N TWD,

TENTI )T

AAORYEPEIL, T T
27 = OB K DT
FrE LoD,

AANORFHMNHBERFEIC LY, T
h7 S 7 = D IFREEE RS N-T
EF AP RUSF ) A I ~ORH
MEESNDLEZ BN TS,
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(figsn)
TN
AAHNE NN~ BECOHFAIC L VA AFRENMET T2 & 0L 2 2 B3d 5,
1) IR~ PErmpEEOKT
7'U 2 R (12mgkg) KUOH A AA~EE Y (30mgkg) DOEEHEIZHL DL, BEORE
TR SN otz ZOLEEDHINANRPE L OMPIEEIT 4.8 4 g/mL & 2372 0K o72, 7V
I R OB IEIC X0 BEITH S, hAR B E L OMm P EE 12 4 g/mL 2 ER LT,
2) U FUmiEEOKT
EHZ NN~ 7Y I RUZPFHELG L TWAEBETIE, AERETIZARVWAS, YU IR
YOMPREMETT 5 L ORENRH 5,

8. El{EA

11.El4EH
WOBWERNH bbb Z ENHDHDT, BEEH0ITITV., BFNERO b HAICT&kE % h
T 572 Y Bl 24T Z L,

(1) EXGEMER & DBER
1.1 EXLENMERA
11.1.1 REREEEIZE (Stevens-Johnson JEMEREE) (BE% A1)
1.1.2 BAEFRMEMm L RH)
(8.3 &#]
11.1.3 KFHE BERP)
HNZ XV EMRFELZAE LD ENH LD T, BIEL oI T, HELK O AHIMICER LIEE
WEGT 528, £, EHAPICBIT2EGEORQMBRED RN LEGEOF IR LY | A2, AR,
FWiva, b, 2R, FZ8, B, SEELUTM O DREBEOBEBUER R H S b b 2 L BHE S
nTns,
11.1.4 hEMERRIBFEREEAE (Toxic Epidermal Necrolysis:TEN), RIBHEREHR (-9 bHEERH)

(2) ZOittDEI{EMH
1.2 ZOHAOEIER

HE R

s PEALEE - RIBRE - B

it ERSFERMER DL, BRI, dUMRD

Tl AR A 0 5%

B R D

Fr b R B, P - SR - RAREBRE SO T, IR, TR, AR, SR, =

A IFEA b, iR, BRETIRER, RRIERETE AR RRTE MR, EEGH
By DT

iR B, IR

ERIE AL - IR

o 7V BEABIE, A OIERAR 4

Ot FURBRPERER A (M T4 55) DORE, ~~ b7 4 U VR, il
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(fian)
OlfiR — EARHERMEE (M
EARFERMEEMIZ, 4 20 B £RI3ERORZICE > TREIDZEMTHH, FLTANAARES
(2 & D ERFERMER MITEE O MIEERBBEMIE TN T2 2 EBRERTHL EEX BN TWD, HLTA
IAFIDEE G L0 BERR R Z WA U 5 IEHERBEF I A CTH D03, LLFOBBERL TG 2,
1) Zx==A FTERBOBGEND OWINZLET 5,
2) Zx=A PUDERRHICEGTOIHOMELFLEL, EROHELRD D,
3) 7z )N EH— LTI RAIEREFRILCEY IVUVRELODT, BiaEHIC
E KT S ' 5,
LT A ARSI ;5Ef%%r§ FEX I B ORGTEELHDZ LIEmDTHiL
BRICITEROBR SR MLETH D, VEOEBROE LI VI TALAF OGRS L ARETH D
ﬁ\Thﬁhﬁﬁ_ﬁfé%&®k%&ﬁm\ﬁﬁ%ﬁ%@(k%%)%%%fé:kﬁ%é@?
EETHAREND D,
Olfig — A e, 1M
7Y 2 RUFEEIC X D AMERED % 20 RO MR OWERSH LR, FEHIEICE > TER
FhmigE L Tnb,
OB - th— 7 Vs, BHE
BRHEEORIEETFO—2L LT HTANPAANZ LB TCOE # I D ORNEHALOfEED
ZZoNTEY, X I D OETICE > TMEI LT MEFBEIEEZ S, < 59,
FHALENE Z 5 &L &hTn5,
ZOMICH, FITADAANS LD/ TO I T DRINEE L HMED LY 7 LD T, £h
(2t < HRRIFERETTHE |2 X 2 BRI OTUHE, BREEFOE X I D ORE, AXEEAR, Bk~
OEHEER., BEORREOHEKRHE X TN D,
K510, HITADAFRID —FBOT® XY T I RICEBAREMET S F— 2| BIRHIEFREEN 7 L5
RFWAELZ L L SECT K THERE LTEBEINTEY  FIZT XY 7 I REoFiTA,
ABIOPFRIZEE L CIXERETRETH D L nbhTnd @,
PCAMDABIOEGIZ LD 7 VRSB HALIE L, BRRE ECikmiE s a- v - B4
D DT, ALP O EH B3RO 5N DN TH 5,
BRI O IR X B 7 AR FHALIE & IZIER U T, BIRE RE OE#E., S HITHEEFR
RBIRABND,
DlEoZ Loz, BiCADAFTNTIZHIFH SN D Z EDZNHEKITH Y | RFI7ZT T fhobt
TAMAFIOFRETEH, BREEEDRRESNTND Z D, AKFFRGEFIIME I LS 7Y
U, B2 22 DA, RO IRMERERE, REIET > F—3 2D F MR 8L I H1EE
WDLETEHD ™,
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HBEREERARBAER VRKREERE—KE

e FEFS BB B %

iR EW S E] 7 (%)

1. AR agelF - IR 58 466 524 22.4

WEWN 45 106 151 6.5

TEE) 24 116 140 6.0

GEYE - BHEE 35 6 41 1.8

iR 12 18 30 1.3

IR (RFFEREE, EH. A0, HEkE, R 4 16 20 0.9

Z5p - HUERTE 1 2 3 0.1

gEELIRRE 0 20 20 0.9

=48 (B ER) 2 2 4 0.2

BEVZ b, hRkiEE, gk 2 36 38 1.6

A2 b 0 3 3 0.1

SRREE 0 16 16 0.7

FLIEEE 0 1 1 0.0

PIEE 3 0 3 0.1

(mR/Z) 0 2 2 0.1

FEEN 1 0 1 0.0

FRET IR TE 1 8 9 0.4

SR B 0 3 3 0.1

=L 1 0 1 0.0

2. 714128 % L, R, BBEE, JEEA P 25 29 54 2.3

Mg M- 12 23 35 1.5

BHRAIR 9 10 19 0.8

T 2 0 2 0.1

155K 0 3 3 0.1

5] 2 4 6 0.3

3.FERE + HhME FIB 6 18 24 1.0

E 7537 1 3 4 0.2

2% 2 0 2 0.1

AN 2E 1 0 1 0.0

4.0 V2 5R | maREE I 0 8 8 0.3

H 1 Bk 0 24 24 1.0

U L RERIM ST 0 2 2 0.1

U X RE 0 1 1 0.0

5.0 + 145 % LMETUE 2 0 2 0.1

g PN R 1 0 1 0.0

s 0 1 1 0.0

RENR 1 0 1 0.0

6. W% BIER = 0 1 1 0.0

AR 0 6 6 0.3

7.7 D, L O 2 0 2 0.1

By (R L0 1 0 1 0.0

HLH R 1 1 2 0.1

PHH 0 1 1 0.0

AR 0 2 2 0.1

B HRIE 0 1 1 0.0

e 0 2 2 0.1

BIRIE 0 1 1 0.0

BRI 0 1 1 0.0

TR R SRR 0 1 1 0.0

IR0 B 0 1 1 0.0

£ H 1 0 1 0.0

X EI%2,33601 (EPN218, 4ME2,118) X LT

FEBUHIEK EAN 54 HME 492 Ft 546
il :[®EW 185 4hE 1,044 Ft 1,179
FEE (%) - EHN 400 SE 47.1 F 46.3

(FF-RFAm FR SR
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BEEIN TV
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13.2 &
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1. HALOZE

148RALDOEE
141 RRZXHAEHOIE

PTP tl2EDFEANT PTP o — F bV L CTIRIT 2 K 5458 T 5 2 &, PTP v — FOFAEKIC K
0. BB A RIEREARIA L, I E B 2 U CHERIAR SO BERAIHEL IR T 5
ZERD D,

12. ZOHDEE
(1) BREFERICE I HEH

15.1 EREREEAICE D < 18R

15.1.1 MiE s n 71 v (IgA, 1gG %) ODRENHLDONDLZEND 5D,

15.1.2 S CTHEIE SN TZEBEOPTANAIRICEBIT S, T, BERESELZSRE L 199 O
77 A RSB OMEHE RICB N T, BRASELROHERERIOFEE DY 2753, FuTANA
FEORMFETT T B ARFEL i L TR 2 5w < LT ANATEIRIRE:0.43%., 77 B ANEE:0.24%) .
PCAPAROIRARETIE, 77 BREEL 1,000 A7V 1.9 AEWEFHRE SN (95%(54E
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e Bausch Health US, LLC

AR 7e 44 MYSOLINE- primidone tablet
B - Hiks | 18807V 2 R 50mg. 250mgd A
INDICATIONS AND USAGE

Mysoline, used alone or concomitantly with other anticonvulsants, is indicated in the control of grand mal,
psychomotor, and focal epileptic seizures. It may control grand mal seizures refractory to other anticonvulsant
therapy.

DOSAGE AND ADMINISTRATION

Usual Dosage

Patients 8 years of age and older who have received no previous treatment may be started on Mysoline
according to the following regimen using either 50 mg or scored 250 mg Mysoline tablets:

Days 1 to 3: 100 to 125 mg at bedtime.

Days 4 to 6: 100 to 125 mg twice a day.

Days 7 to 9: 100 to 125 mg three times a day.

Day 10 to maintenance: 250 mg three times a day.

For most adults and children 8 years of age and over, the usual maintenance dosage is three to four 250 mg
Mysoline tablets in divided doses (250 mg three times a day or four times a day). If required, an increase to five
or six 250 mg tablets daily may be made, but daily doses should not exceed 500 mg four times a day.

Dosage should be individualized to provide maximum benefit. In some cases, serum blood level determinations
of primidone may be necessary for optimal dosage adjustment. The clinically effective serum level for
primidone is between 5 to 12 meg/mL.

Patients Already Receiving Other Anticonvulsants

Mysoline should be started at 100 to 125 mg at bedtime and gradually increased to maintenance level as the
other drug is gradually decreased. This regimen should be continued until satisfactory dosage level is achieved
for the combination, or the other medication is completely withdrawn. When therapy with Mysoline alone is
the objective, the transition from concomitant therapy should not be completed in less than 2 weeks.

Pediatric Dosage

For children under 8 years of age, the following regimen may be used:

Days 1 to 3: 50 mg at bedtime.

Days 4 to 6: 50 mg twice a day.

Days 7 to 9: 100 mg twice a day.

Day 10 to maintenance: 125 mg three times a day to 250 mg three times a day.

For children under 8 years of age, the usual maintenance dosage is 125 to 250 mg three times daily or, 10 to 25
mg/kg/day in divided doses.
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Drug Name Category
A=A NZ7 VT DLHFE primidone D
(2021 4% 4 A #R)

A=A NZ U7 D55 (An Australian categorization of risk of drug use in pregnancy)

Category 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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