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FE AR E RN A 39,51 76.5 176,310 56.8 215,361 59.6
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ST IR 03 0 9,10 90.0 9,13 69.2
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Z OMOBRETFRIE 01 0 108,161 67.1 108,162 66.7
S HIE B 159,226 70.4 | 1732,72635 65.7 |1891,72861 66.1
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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) {ERSETEM - R
DR L
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VI. EMEIRICEII HEE

1. MPREOHTR

(1) aREtFHLCODRE
TADADBEIEERIEFNZ L > TGEWEH D0, —KICTY I FE 3~12ug/ml?2, 7= /231
B2 =T 10~30u g/mIdNHZE L TORENTND,
F72, U RATHOWTE 5~15pug/ml?, 7=/ L EX —/LIZOWTIE 156~25 1 g/mL9, 10
~40u gmLO L T HHME L H D,

(2) BFRSBRCTHRB S -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 u g/mL LA | 12
(4) BE - ftHEOEE
(Tvii. 7. FRAEAEH ] OHEZH)

2. EYEERB/NTA—4
(1) BIAE
1-arRX—=hA L RET LW
(2) BIREEEH
MR L
(3) HREEEH
RMEE R L
(4) VUV735vA
CL=0.78+0.62 mL/kg/min. [ ET—%] 19
(5) IHBER
Vd =0.8L/kg [ShET—#] 13
(6) Z0it
RMEE R L

3. 8%H (REaL—>av) #H
(1) A&

MR L

(2) NRSA—4THER
MR L

4. R

NG AR Y (=
WRINER - 9 60~80% (UhET —4) 149
7V 2 RATRE A~ DAL R 2 ([ZHEATT 5 O T, i PP EREE L 0 WK A I D = &
BV AR W/ NP

11



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
L7237 Tk, JHERMICB W TR & AR A BB R RO BTz 19,
(2) Imi&k-fadkEaFE &
16.3.2 1% — fa BRI & @ E
HPERF O &M 10 A7) 2 Ko 250mg & #5 L= & & ORHMAD M P 0.3~7.2 1 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
A 112.56%. 100.0% (FHAIMIEHIREZ 100 &32) THDH 17,
(IVI. 6. (5) Fhw) DIESHER)
(3) Ait~0BiTHE
16.3.3 Eit~DB1THE
REFLH R E SRR LIS IR EE DK 80% Th o 7= L OWENRH 5 19, [9.6 B ]
(4) HE~DOBITHE
16.3.4 FEE~DBITHE
BEiE /MG PSS 0.94+0.04 THD & DOMENDH 5 19,
(5) ZothoB~DRETHE
MUERR L
(6) MREAHEEE
16.3.5 MPFERW/EE
MAERE FRE A 2RITH 20% T - 72 20,

6.
(1) KREBLLRUCHRBERE
16.4.2 {LEHIRER
F L LUTHIBC 803 b 2=% i C 7 = /S b EZ — Lt T 2= LoF =T 2 R2R5b 3

4)

o

\
C—NH,
0 I
M H /
C2H5\ /C N\
@/ . CH, PHENYLETHYLMALONAMIDE
C—N
o M \ ? iy
CQHS\ /C_N\ C2H5 C_ N —
PRIMIDONE c c=0 e Cc=0
PN HO C—N
C—N
N T H
o 0
PHENOBARBITAL p HYDROXYPHENOBARBITAL

(2) RBI<BST 3BE% (CYPH) OHTHE, B5%
AR L
(3) WEBBHNROHRRUZOHE
PH R L
12



(4) REVOFEOFERVESL, HHELE
16.4.1 ELREEY

T2 /)R — L E RN T 2= F~a T 2 RTHY, WTRLIEBEELZE TS 3 9,
7. EEit
16.5.1 HEH$RER

T & LTRPIZHEEE LD 2D,
16.5.2 Hfitts=

5% 81 BIRICBIT AR PHMRIZIFT U I R e LT 20%, 7= /2L XZ—)L e LT 4%, 7
= F LT I RELT48% TH-7220 (74 F, 400mgkg 1 FH 5,

8. FSVARR—A—IZBHT S1EH
AER R L

9. BWEIZLZKRER
(TVIL. 10. HEOE =E2ATHHEEF], [VI. 13. BERSE] OHESM)

10. BREDERZHTSEE
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, 27 U7 T 2 2% 97.TmL4y . R 5.1 B Tdh o 72 22,

1. EDik
EER e L

13



VI. £t (EAELOZXESF) CEYHEE

1.

EENBLEFTOER
BEEIN TR

. ERABLEDER

2EE (ROBHEICFBELEWLNIE)

2.1 RAIO RSy AT Iv B — VR LA I Wil UE O B3

22 SHERIRMEARNL T 0 VI AEDEFE [Rv7 4 U BN L, ERDPETIBZNNH 5, ]
23 37TV AR - I YTRR M VEHRGTOESE [10.1 BHE]

(fi#E)

2.1 BBUEOREIBULT VAT —USICHES b ODIEN, ROHFELICH D L ZAHABREZNENDbRT
W5, BEIEDBEREIED H 5 BE~OFRINEA OFR 51, LVMVIBEELSIEEZT2¢0H
HEWH, ZTOD, MOFEH L FEER, AF RO ASLEY —VgERIEEY (7= /) e X —
by AZNE R =L ARV EH —)VE) TIBBUEOBEREO & 5 BFITITEEZ TH 2.

2.2 NLEY — VERRILEWIIITIE TCORLT £ U OFIEYWE TH 5 ALA (§ - amino levulinic
acid) MOFRNLKREY ) =7 DAEGHERET 720, RO R T 4 U HETH L G
RERNT 4V HED BE TIAE & O HRRIER 72 ERMEERZF R T 22 en3b b, 2Dz
D, ZOXIRBES~ORGIIEZTH S

. PDERIIHRICEET HEE L TOER

BES N TV

. AERURAEICEEY 5ER L ZTOERA

BIE STV

. BEEGEFNIE L ZOEH

SEELEXRNMIE

8.1 HHFICHIT HEEEROBIMRW IV LEEOHRIEIZE Y, TAPAERERENO DD Z
ENHDHDOT, TeHEAPILT DG, RAICEET 572 SEEICIT) 2 &, [9.1.1, 9.8.2 /]
8.2 R, MEEhEE, HEEVRH, IRMFIEEOERITEERGOEETH L ENZNDOT, 2D L
DR B B ONTGEITIE, BEANEE THRAICEET S22 L, [13.1 ]

8.3 HUF X EMINICHT - BEkRE, MIMREEIT O Z ENEE LV, [9.2, 9.3, 11.1.2 & #]

8.4 IR, TEES - £ ) - KAHEFHENNEDOK TR HZ ENH DD T, AFIEL T OEEICIT
B &) LoD HER g EERR 2 O B OBMEICIEF S E RV OB T L 2 &,

8.5 i, IRIENHHLDONEZENHHDOT, EHMIHRIREZITO ZENEE LV,

86 HAICLY, MET VAV KRAT 7 X—BEDO EF, MEI NV T L - BEY DK TERD S
OIS AT, BETE X 22 D Ofkhb/he D2 EE21T -5 2 L, [10.2 2]

(i a)

8.1 IRHFOHTANAANZCIIZHES D WVITF T 5 &, AROBIELD S BITIRWVFEIENE Z
V. LIZLIETANABERKRERBND Z L0 b 5,

TANABERBIREIL, TADARIEZITTONAREN 1R EE G\ D, £ @e o
FAEITE < &b A EL O IR T E S R L, BIERREICEGROEIE 27O 220G O L ER
. WThOSEIC B, MRIEREESOEERLHEREZ KL, EMOBRIZSH IS 2
LD D,

AT HIXT A AT R B (T xh 3 2 M 03B < 53, 2 < O%E R O THRET
52 L MBI, TAMNAERRIEDSA 1L Z OMHIBENE 2 2512 LT L E S5 (M) dhzl 2k ags

14




LT, TADAFIENRRRMGET 2D LB HN5,
Lizido T, BIEEZHIET DGR 2 ICHET 572 CEBEIITOLERH D,

8.2 FuCAMMAK DRI AN EE T, UL, IR, M EE | RGBSR H b s Z Lid 5,
o ORIERTIHZBEERRIERTHY | IERGOMELE L Thobihd Z &N, B
BELIFEREOPIEICLVIHEET D,

L7z oT, 77U RUraaddiiTADARIORERIL, 2R E/FEIC LRIWER ZBET 572012,
EMRICmMHPREZE L, HK5REZHAEH T2 ENEEND,

PLCADAKNE, BEHIRERG SN DHEOERTH L7720, BRMEICK L T +oREENLET
b5,

8.3 FEFHOIHIZFEH STV D K 91T, ITHREART | BIEE, MEEENREINTNDHDOT, #
R EMICFEERERE (AST (GOT)., ALT (GPT)., ALP %), &HfeMm#a (BUN, Mm%~
LTI =) e RifER, Bk, fREE) 2EL T, HaRBlEob Lickb T
HTENEELY,

6. HEDEREAIIBEICHTIIRE
(1) AfHE - BIEEFOHIBHE

9.1 AHHE - IEEZEDOHLBE
9.1.1 EHBE

RN 2 Z T B2 h i d 5, £7-, AT 2R GEOEE D 20 LS oF Ik X
D, TADAEBRERHSDND Z LS5, [8.1 BH]
9.1.2 MEIFHMEEDET LTS HE
MR 2R Z TR ENDRH D,
9.1.3 BEEPIMERBIE R THEST L -BIRBILIED H S HE
AKHOERNERS HobNDBENNH 5,
914 DEEOHLIBE

MR oA 2l 2T BEhnd 5,
9.1.5 FRIRMEEETEDSRE
FIRHSRED B 2 X 2T BEZNNH 5.

(fi#i)

9.1.1, 9.1.2 /LB — VEESRAL G WV IERE D RER HP X A EEANEI T 223 ZOERITEE Ot T A
MATERREIRIE L LTHWON D2 ECTBHETH D, MERIGI ORI IR G ®ICBERT 223, KT
W, 9T, PERFSRE DIR T LTV 2 BB TIPSR & D b Wb EERMLETH 5.,

9.1.3 LY — R L EMITHIXEIEIER 2 L CTH 0 . FRCIEIME R B IE K OETT L 72 Bk
WELIED & 5 BE TIE, FHRIGEIERR S 5 b LT WO EERLETH 5,

9.1.4 L EY —LEERLAMIZ, BEOH R CIIAERMERERER IR VS, KE T
PER OSRFEPEVE NS & 0 A8 2 IR0k R OV A IS B L COA R A D S8 5720, IEME
T2 EnDHD, Ko, DEEOHIBETIIIOERAND ST VD, e |lHELA
MR KRB G 2T 5 CEBEICRGTOLEND D,
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(2) BHREREERAE

9.2 BHtREEESRAE
SEROBEA, Fo, MPRE EFOBZENADRH D, [8.3 ]
(i)
TV I FrOBRGIZLYIERREY ., BEENHODND ZLBH Y £ —KITH - m%ﬁﬁ%
D&% BENT L DL4E ﬁi/%bﬁﬂgﬁﬁ IRGTLDMENRDDL LTS, (RS
W KL DHT - EHEREREE OREESCICE - JEIFEE IS L0 MR A AL EUVFFHOD%EE%ODﬁE&%ﬂE
MEEDDTHD,
(3) FritREpEERE

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

(i an)
TV RO GIZEVIFKERE ., BEENHODLONDIZ ENHD . oI - BHERE
@%é$%’i%®£ PEICHERE L ﬁﬂ%ﬁi IWETEHIMLENHDL LD TS, Zhit, ¥
WNZ X DT - BHSREREE OB - PEIEESEIC L v bR ES EH U, BIEH OB R
ﬂmiéﬁbf%éo
(4) SFEREERTHE
BRE S LT
(5) WEim

9.5 iEHF

9.5.1 L4 SUTITEHR L TV B ol REMED & 5 i, 1RIR EOF M (RMRD TANAFIESES %1
X, B A KEEFRENO5FD) NElEE BE 2 SR S8Rl ORES 352 8, R
CAA G SN EBFEOPIC, AR, AERE AT 2 WA HE LFR32 0 & OE PRI
WEND D,

9.5.2 IEIRHFICRT 2 G TAR 25T 558101, AR B G425 2 EnEE LV, HiR
¢K@®#Thﬁhﬁ(%_7:%F4/)&ﬁ%bf&%éht%ﬁﬁﬁ\%%%ﬁféﬁ%m
PE U 7o 5 5 ASH BB B & BElE L T & O PITHE RS 1 D D,

9.5.3 {ERFP OEGIC LY, FARICHMER, MPRMHI%EEZEZ T2 L0855,

9.5.4 /RN LA, HERFEVICHEDUER (28, iRk, RATCHE, @MEBES) B"H o
bbbz Enb b,

9.5.5 (LIRF OEGITE D ERIKTHELD L ORENRH D,

(6) RELiw

9.6 RELIB
RAZET I EDZ &, BFLPFITBATL, IEEDIRKEZEZTBThAd 5, [16.3.3 2]

(7) MNRE
FEEIN TV
(8) BiE

9.8 BiNE

9.8.1 HEATILTAHEITIT. R ICHET AR EEEITITY 2 &, MRIMEIZEZ T2 L0nh 5,
9.8.2 Hifthick ié&ﬁ;@%ﬁﬁﬁ&&vb&5@¢mmi@\fh#hi%%%ﬁ@%bmé
ZERBD, [8.1 2]
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7. tHE{ER

(1) tREREZDER

101 SFAZE (BFALAGNC &)

A4 55

EEAER - HFE TR

B&FF - fEBRIA+

RT7=2FYARRY I VT

72U RN OMPEENMET

KA DT R (CYP3A)

A k—)L L. 2RI 282001550 FEERICL 5.
AT f— T, REIORBENRL 12D ETHRE

[2.3 & ] LWz &,

(figsn)

FEAE AR FIREOBAT CE & OBEEGMEZ X D 2 TFL#H L7z,

(2) HRAFE L ZEDER

10.2 BEREE (BERICEET S L)

AL

ERAER - HRE Tk

&R - faBRIAF

TN

A PREMET T2 2 07D
Do

KA NL T N AR=E L DIFIEY
AR A EEIC L0 AR
s,

AREMEDY B D,

FE R F TJERNIFXFCOMPBREMEFT A ARBRTE NI O V7 vy
ZENBH D, [ RS S G R
NT 4 FIFR N7 4 F 2 ROMHFRENETT 2 T IEARBHETH S,

AF YR h—b

AT O i i FE b SO SREL R A
PERINT X0 AR e i /F FH 23 H 5
INLBENRH DL, PFHT 256
WZIE, MBS U CARBIZ RS 5.
MmHRELRET 2L, HEELT
BHTHZ L,

AT Y RN = VI ARE O
BERAHET D, £/, KAlE 2T
U~y b — b T AR A AR 4
EREAT 5,

RFExoyA470

R A 7 U 2o B e 4
NEMET D ENH D,

ASF O T W A I S B R AU
L0, PP a 7 U o@D
#Exhd,

i3
~YLE AL R VR
VAR VAR LV

T Y FLJLENL T

INSEAOMPRENMET L, 1E
AT T28FnnN"H 5,

ASF O T HE W A I S S5 R AU
L0, I s AR ORBBMREES L
LBENDD D,

ONT 7R YT

IN7 7 ) OENZRET 52 L
PO T, FHT 25681213k
BEERED LB T 1ER L7a s b
G452 &,

RAENIBT T 7 U 2O FF 3R
MR EHET 5,

AFNT z=F— b

ABNOERANHERIND Z E0nb D
DT, TDOLXDRGEITIE, HET
LHigLEEICEGTH L,

AFNT 2=T— M XY KAO
R Imfl s s & BB T
W5,

17




Tz ) FT Y UHEK
SV — VR R
ZBRREL D O
Pie A% 2 Al

7 I)La— )b

DT, TOLXDRGEITIE, HET
HipLEEICRETHI L,

A4 E BRAER - FEE ik P - fEbRIAF
HRAR R 1 41 MEICAER RSN D 2 ENH D |AA & T b o HKH O AR

HERIZ X %,

T/ T X U BRALEES FLEA

WAEIZEABERINDZ EXH D
DT, TDOLXDRGEITIE, HET
HipLEEICRETHI L,

BRI AATH 5,

FT Y R REERRA

NI ER BRSNS Z R D
HDOT, ZOXH7RLGAITIE, HE
THREEREICRET DL,

HWRIIAHTHLIN, BHED 7 =
J LR — LTI E A KT &8
HEZEZLBNTWS,

TREEYTIR
(8.6 Z ]

7 VR HWALIED & 5 DI,

AFNZ X DEH I D ek,
T T I RICELAREET v
K= R B IRAME [ H DR BN E
26N TWD,

TN T2
F T K= -
N7 T = EAF

Tk

AR OEMERAE T, 7T NT I/
7= ORBWIC L DIFEEEZA T
T D,

F72. FT7 < K=ol EENME
T UAEHIANBES 7 2 IR D & 5,

AHNIORFHEDHEERFEIZ LY |
T N7 7 nbFEEE
FON-TEFL-p-X V&) A
U~ RESND EEB X
LTV A,

F 72 AR ORISR FHEEA I
£V F 7= R=1ORE@ Bt =
no,

=/

BRI D & 2 AT 5 A EE 7
W22 &T T R2T7 T
—POLEANRBOLNLZENDD
DT, 2—/VIRE OFFIFIENR Lo
AP EIRIEZ LR 556 D7 L
T5Z &,

AR OEENRB I TH D7 = /N
JEL— UL T L AT =D
N B A EY) D & R & e 5
HIEHEZRE LTS EEZEZOND
ZEnD REREELSELBE
nndH o,

(fi#EsL)
<HNRTPE L >

KENE D NAR"~P OO L VA RENMET 5 & O 29 200385 5,
QBN E R EE DT 29
7'U 2 R (12mgkg) KO AA<EE Y (30mgkg) D@ HAEICH b LT, BEORE
T SN holz, ZOLEEXOI NP OMPIEEIT 4.8 ug/mL & 2720 &Ko7, 7V
I RO RIS L0 T S, ISP oM P EET 12,4 g/mL I B L7,
@7V I R HiRE O 29
RENCHN A~ LTY I R fifEh LTV LBE T, AERETIERVR, 77U IR
POMAPREMET T 5 L ORENRH D,
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<NWVT74FIPR, AFUYX b=, TV MLV ENL TRVER, LB ARATIL A VIVERIE, LR
JNVGTA RV, OVT 7 DAV TA I~ F—UGRE - 78 7 7= VRLAH. 2—
JUTE >
FAAERMFEOBA E L DFEE 2D %ISR L7z,

8. BEl{eR
11.El4EH

ROBWEH DR 5OND ZENHHDT, BELTHIATV, REDEO NG EIC3HKEG 2T
1B %70 ERY) R LEZIT O Z &,

(1) EXLGEHER & MBER
1.1 EXLEMEA
11.1.1 EERIRIREIZEE (Stevens-Johnson fEMREF) (B )
1.1.2 BEFRERM (GHERH)
(8.3 ]
11.1.3 &FE BHERH)
HWNZ XV EMRFELZAE LD ENH LD T, BlEL o7, HEXK O AHIMICER LIEE
G T L, Flo ERATICBIT ARG EORMARBD 2N LESORIEIZE Y | A2 RIR,
Funita, O, A%, 28 BE SEELUTI O DREFEOBEER S H bbb D Z L RHRE S
nTwnsa,
11.1.4 thEMEREIEFERMAE (Toxic Epidermal Necrolysis:TEN) . RIBHER B (W94 b A R)

(2) Z0tbDEI{ER

1.2 ZOHOEHER
HE R
s PEALEE - RIBRE - TR
it ERSFERMER DL, BRI, dUMERD
Tl AR A 0 5%
B R D
Fr b R B, PR - SR - RAREBRE SO T, IR, TR, AR, SR, =
BV L, ARG, BAELIRE, MR MRS, ML, EE)AT
i DT
iR . IR
WL 0 - Nk
- VK, EEILIE. OB A
Z ok AR BRI (0% T B55) ORE . ~~ ML T ¢ U R, R
()

Ok — B AR FFER - 1.
FRIEERMERIMIL, B4 22 Bue FI3ERORZICE > TR 2EMTH LM, FLTANAAIES
(2 & D ERFERMER MITEE OMIEERBBEMIE T T2 2 EBERTH L EEX N TWD, HLTA
AKIDEEGAT L0 BEFRRZ D34 U 5 IEMERBEFIZ R TH D03, BLTFOFMMBBRSNTND 29,
Q7 = =4 M ATERDOGE DD ORI A RET 5,
@7 x=A bUBNERNHCEG T IHOBRZLFHEL, EROWHEL RO D,
@7z /N \NEH— LTI RVFEREFLEY IV VRELOOT, B ERAIC L R
19




KT EED,
PCADAFIEGC XD ERIFEREAIMITE # 2 > Bie OG5 TUEE LD Z L ITMDTL72<L
TRRICITEROLEGERLETH D, VEOEBROEGIZL D FITADAROKGEE S L FEETH 5
M. TAMABFICHT 2RO KELGIL, REMARE (RBIE) 28R T22¢8H50T
FETOILERND D,

Ok — A BRI iR
7Y I R EIC X 2 AlEREYD 200 20 K O MDY 290G R 508, BTk X > TER
ZHEE LTS,

Of - th— 7 V., BHILIE
BHEEORIEHFO—2L LT HTADPAANZ LD TOE# I D OREHALOfEHED
EZLNTEY, HHHMEZ I D O TICL > TIiEI LY T METFRS &R Sh, < 595,
FEHIGESEZ 5 & TW5,

ZOMIZ Y, FLTCADAFNC L B/NBETO I T ARIRFEEIC L DG LY 7 LD, Zh
(Zfe < FUIRIRBERE TUHE IC K 2 BN O TLEE, REFF OB X I D O, HCEEAR ., Bk~
DOEHEIEH, BHEOZREOERLEZZ LN TS,

EBIT, ICTADARIO—FEOT ' X277 I RICKHDMREMET v F—v 2 BIRMIEREN 7 VR
REHIWEZ AL SERT T LERE LTEBESNA TR, FFICT7 X YT I Rt Tin
AFRIDOOFRICEE L TIREETRETH D L b Tin g 29,

PLCADPAR DG X2 7 VFOEABIER, BARRA L CRiiEh vy s - ) - Bx Iy
D DK T, ALP @ ERABRD LN DBFHETH 5.

BRI T O BRI X 5 7 VRSB HALIE & 1EIEF U T, PURE B oIE#E L, & SICEER
REFNHLIND,

Plboz ez, i TADAFITZHIEHSND Z EDZWEFITH Y . AHITZ1T TR mob
TADAFIOFEEGTH, BREEENRRESN TS ZENS, AFIFGTITMEI LS T L Y
UM, B2 X2 DAL, FROEIRMERE, (EHET v F—v 208 E L mIcbl 2R
DMEETH B 30,
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HBEREERARBAER VRKREERE—KE

e FEFS BB A

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
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(1) EDREFHER
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(3) TOfDEEHR
1) BIXRAZEERRER
OFREMERICHT H/ER
BERAREL KIFT L OWMEITRY LR,
@BEfEMERICHT SR
BRREEL RIETEOREITRY S0,
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e BRI FURIROZE 23, 500mg/kg $-5-FE 00 B BB AR IRZ O YA 1 25k A3 3R w%htm
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XI. 3£8H
1. EL5S4ETORFRR
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EE X ITEER | TADADITWILAIIE
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AR GERD) FE (I A7 v =—FAF, K3 (HEH) F(E, SEETALA (GIRTWHE
%4E. BNS T W A%E) ]

FERORHE | 7V R LT, @EARNIIRFEMBISHMIZ1IH0.25g 4 BRI D& 53 2,
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<DailyMed (USA). 2024 4 8 H#isk >

4 KE

e Bausch Health US, LLC
k5844 MYSOLINE- primidone tablet
K « #iks | Tablet. 50mg/250mg
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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AR T M EOTEBOHDLERE A=A M T VT LIRS,

(V. 6. HEDOHEREZATHEEICEHTIHIEE] OIESRK)

5 SO

Drug Name Category
A=A NZ7 VT DLHFE primidone D
(2021 4% 4 A #R)

F—A NZ U7 D545 (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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EAFR (%) z2HH L,

32



7T = FU#H 99.5% THEIL] ORESELHER

Bl 5 3] BB | oo PRATHIR
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DTSS! P76 | 100 99.5 | 98.8 |100.1 | (o p 0 RS
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