* 20234 3 HohET (58 11R)

MTHhHAA]

B EERRIHES

871139

UARFS Y LFFR

B R EERFE
BWHIA - 35

TSRS

F) ER-EMEOMSFEICLVEHTSI L

UAFStI L0 =75 500me B

Levetiracetam for 1.V. Infusion 500mg “NISSIN”

AERES | 30300AMX00380000

ARFERE 2021128

2. B2 (ROBEICRERSLEBVLI L)
RO XIZ R Y R HFEEITT LBBIEOBREREDOH 5

BE

3. $HRE - MR

%3.1 $8m
RFEH LARF Z 14 L SiEEES0mg [HE
BRI IESmLF L ARF Tt 4 A500mg

Befle s U LKA, OKERER. SRS DU T AL S

Aol F7K. pHEREA

3.2 BRI

HR7e44 LRF 18 A SiEES0mg [ H#
Bk B|EBHOW REEESH)

pH 50~6.0
1855 E 30~40 (EBEEREICHT 2 H)

4. FEENIFHR

—BEICROKRSHTERVEECSITS. TEEOBRICHTS
UARF S &9 LEORAOREREE
OTANLAEBEDERDRIE (ZRESRILRIEZST)
OtsDHTANAETTRRBIRIEEDH SNIBVNTANAEED
BERREECHT IR TADAREEDHAEE

6. FIENUHRHE

LRF TX 7 LOROAREG» SRANEIDEZ 2586

BE. LRFIYy LR OH%5 LR CIHHAEROBRSERICT,
1[al& % 1557 T IR 59 %,

LRF TX 8 LAORORGICHILERA 25T 5586 ¢
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11.1.1 hES 4 REIRSEMARE (Toxic Epidermal Necrolysis :
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14.1 FRFERFOER

14.1.1 FAIO1EE 5 E (500~1500mg) % 100mLO 4B AIER.
AEEY 27 IVRIES% T N HEESR CHENT 52 L. NET
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(7.1 2]
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15.1 BRERERICE D 1B

15. 1.1 BN CEBS N KB 2 & CERONTAPAZEIIBIT 5.
TADA. BEEBSEZNRE L1990 7T Rt iR R 5
DEEFHERICBWVWT, BEREREVCEREROFED ) A 73,
HTAPAREOIRHBE TS Tt RBEE B L THEE L (T
ADAEIRFEE: 0.43%. ST AREE:0.24%). L TAMAZE
DORARTIE. T RBEHANIN0ADH 72 D]1.OANZ N EE
ENT (B5WEHERR :0.6-3.9)0 £72. TANABEDT TS
L—TTlE, 7T RBEEHARI0AH - V2. 4ANB W EEES
NTWV5.[8.3. 8.4, 11.1.6 BMH]

15.1.2 AL EI AR A TA D ABE1208H1 2 xR & Lz 751 Rxtig
RO HEMRITIC B W T IEBHRETIHEROEEER (I8
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R EFRZ. BREE. MR, MEE. ABRE) o
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16. ZEMEHRE
16.1 MORE
16.1.1 BRA
(1) BEESRURERS
BRI LARF 514 L1500mg % 155 12 T B A SRR IR %S O]
H2[ml4. SHERESHEEIRNZRES Lz &, LRF T 5 ADHEYERE/ S
FRA—HIFBTOEBY TH 77,

LB Rk A=A RIE#S

RTA—% (N=16) (N=16)
Crmax (pg/mL) 108.7 [17.5] 109.0 [17.3]
tmax (h) 0.25 (0.25-0.25) 0.25 (0.25-0.25)

AUCon (g - h/mL) - 390.8 [10.0]
AUCo» (ug-h/mL) 437.3 [11.7] -

tia (h) 7.21 [11.9] -

CL (mL/min/kg)® 0.8652 [12.8] 0.9681 [11.0]
MAFME [CV (%)), tmexldHRME (B/ME-BAME)

a) R1E#H S5 TIECLs

Croax © BREIMAEE  tmax © B 0P IR R R R

AUC : AR - R AR FERE  tre @ AR

CL: 257077 R

(2) REERIRAIRS EROKSOHER
BEERL 25611 L R F T & 21500mg % 1553 Fl s i E AR A 4% 5 3% 0
BELIEE VLRFTLYLOENFHRIINT A=Y IZLTOEBD T
Holzo BMOBGREHEL T, rIEEIRNER SO Crald 1. 655 <\
AUCKUt23BEIL T Wz, BB, LRF Ty LRBOBRGROEY
FIFIFARIZFI00% TH > 729,

16.6 HEDEHRZTI 2EE
16.6.1 BHAERERE (ROACHT B HERE)

BHAEDOEE O R 2 AWEE 2 HRIC, LRF Ty L% BEREOE
ELizE&, BPUO2E7 )75 AIBHEEER#H (Clek @ 280mL/
min/1.73m?) & HE L T BEEKR#E (CLer @ 50~<80mL/min/1. 73m?)
TI340%. FEEERE (CLer : 30~<50mL/min/1.73m?) T52%. #EE
{ET# (CLek : <30mL/min/1.73m?) T6I1%ETR L7
LRFFEHZLEuch LOSTOBE VT IV REZVTFZ T IT TR
EREICHBE L, [7.30 9.2.1, 9.8, 16.6.4 %]

- " EHEEDOTRE
e T w EE | @
(N=6) (N=6) (N=6) (N=6)

%Ejmin S| 280 50-<80 30-<50 <30
k58 500mg 500mg 250mg 250mg
LRF oI L
Cox (pg/mL) | 219 BL2] | 155 (2531 | 108 (2431 | 92 [304]
toer (h) 05(0520) | 1(0520) | 0505-10) | 05(0510)
AUC: (pg-h/ml)| 166 [165] | 248 [169] | 169 [165] | 212 [19.1]
t2 (h) 76 (091 | 126 [113] | 155 (1751 | 197 (265]
%{fmm 73| 515 781 | 309 1146] | 246 [150] | 203 [209]
(CH%E it/ 73my | 316 28319 | 153 (2231 | 97 (2341 | 60 [536]
uch L057
Cowx (pg/mL) | 036 941 | 075 (58] | 057 (2601 | 106 [293]
toer () 50(2.080) | 80(60-12.0) | 120(80-12.0) |24.0(12.0-24.0)
AUCw (pg-/mb)| 59 1971 | 226 (4591 | 187 [534] | 578 [57.3]
t (h) 124(11.3-15.3)[19.0(17.3-19.9) [20.3(19.7-23.6)[26.8(17.2-33.3)

EYH) e REEARN S REOHS o gt
INTGA—=% (N=25) (N=25) (90%{E4EX )
Crax (pg/mL) 97.0 [27.6] 58.9 [37.0] 1.64 (1.47-1.83)
AUCo (pg-h/mL) 472.3[15.4] 487.4[15.9] 0.97(0.95-0.99)
tmax (h) 0.25(0.17-0.27) | 0.75(0.50-3.00) -
tiz (h) 711 [11.7] 7.23 [12.7] -

BAFE [CV (%)) tra ClEARRME (B/IME-TRAE)
a) REEIRNES/ZEOERS

16.1.2 IR

(1) INETADAESE
INRTAPAERE (FHF] : %10 B~ 48 RM176. 4~ 165ERTH32/01)
MONELZMBFRLARF Ty LBET—YZHNVT, LRFTEF L
1553 P s B AR PN % 508 O SR B e % et L7z o AR SO MAEF LR
FIEYLBER. LRNFITLY LRORGRHRERBEETH 2. T,
KA O RHEMENBREMRT OFER, 257 U7 52 AR U THRERUE
HERERENE . DA L THRESHEIHICER Y DBRICERD
HHRFELTHESNZY(HEBEAT—%),

(2) BEEERVEEEFR BOFICH TS HBRRE)
NE (4~16m%) RUOBEA (16~55m%) O TADPABE D HBE NIz
FLARFTLy LBEET -5 ZANT, BEREYBEMRT 2T/, %
DFER. CL/FICN U CHREROCHAT CAPAZE, V/FIIH L THRED
MEt2ZICEBR P DERNICE®RO D HET L LTHEE SNz /NERD
MATADPABEOMBEHENREZ S I 2L —2 3 v LIRER, MNRT
Air ABEIC10~30mg/kg % 1 H2[EIE S LU 7RO MATRERYIREE X, BA
TADABEEIZ500~1500mgl H2E# 5 U7z B &Rk & FHls iz,

16.3 910
TEEERIAIC LT T 4 L1500mg % BE SEEIRNE S L7- & EOFHE
BOFI9MEIZ0.54L/kgTH D2\ ERKKDBISEVETH - 720 in vitro
T Qex vivoikBRO DR, L RF T+ & AR OERBY TH Hucb L0570
M7 ABREERIZ, 10%KIETH B9,

16.4 X34
LARF Tty Lld, FFF 70— LP450RREEHECRRBEIS Az L, £
ZLRERBIT L N7 I FEOBRONKSETHD . I XDAERK
ENBHOIRFERBEMOUCD LOS7 (ANVRFVIAEK) ThbH. b, ARH
PN AE T 2210
invitrosEEICB W T, LARFF+E ¥ LK Cuch LO5713CYP (3A3/4. 2A6.
2C9. 2C19, 2D6. 2E1% U'1A2). UDP-Z L7 0o v EREERSEES (UGTIAL
KOUGTIAG) RUIRFY Ne Fas—vicx L CHEFRZRS %
Motz T NULTUBF NI LA IL O VA IC L HEERIT
éf;jyg 7‘:10).11)D

16.5 ittt
BRI LARF T 1% L1500mgZ BE SEERNES Lz E0s s
7075 ZAOFHEI0. 87mL/min/kg TH > 722
BEFREA (FRE5EH]) 1L AF T+ 4 £L250~5000mg* % Z2fE i 12 BL
BRI S L7z & &2, 548 % & TORSBICHT 2 RPPERD
PHEIZ. REIEE LT56.3~65.3%. ucb L057& LC17.7~21.9%T
Horze FENBRERABEAICUC-LRF T+ 4 L500mg % B [ERED
HE L& &9, BE54805E% E TICREED2. 8% D ETREN IR A 5,
0. 1% DA SEINE N7z, BE548MBE TCORSRBITHT 2 RTHE
MRIX, RE(AE LT65.9%. uch LOS7& LT23. 7% TdH -7z LARF
T LOHRMHTITARIRE S B R ORMAERRINA. ucb LOS7ICIEREkA
28 & BB RME WA EE L TW» 51914,
F) BN TERSNAFO] HEERS81X3000mgTdH 5.

SAFME [CV(%)]\ tma% CPuch LOS7D I3 Rl (B IME-FAME)
CL/F: BP0V 75 A Clr:BI7U7I VA
a) N=4

16.6.2 MREHZZITTVSRPEREREERE BOAICH 1T 2 HERMIR)
MEENZZ T T RABHEREORABREICLAF TS L
500mg Z BT R AA4ARF R RT IC B ERE R G Lz £ &, LRF T Y LDIE
BTR OHRFIRENI34. TR T o 72728, BATHI32. SRERTICHEHE L 720
LRF Tty LK Ouch LOSTOBITIC & 2 FrERRITE < 81%K% UV87%
T#H>7:9:.[7.3. 9.2.2, 13.2 ]

ESUE ) A LRFFEH L ucb L057

Crax (ug/mL)

18.7 [8.1]

8.84 [7.0]

trer (1) 0.7 (0.43-0.98) 440 (44.0-44.0)
e () 347 (29.2-38.6) -
AUCoan (sig - h/mL) 462 [105] 230 [7.8]
CL/F (mL/min/L. 73m) 109 (94-13.1) -
547 54 % — DBREDE (%) 8l [75] 87 [7.2]
IMFGENTHROHEEEEL (h) 2.3 (2.1-2.6) 2.1 (1.9-2.6)
MEsERT 7 ) 75 > A 1154 [8.1] 1229 [7.1]

(mL/min)

N=6. #-Fi5fE [CV (%)]
tmaxs t12. CL/F. IEZEN HOMEFEHIIPRE (F/ME-FAME)

16.6.3 FHEEEEZEEE RBORICHIF S HERME)
BRENOFEE (Child-PughEAKUB) ORAFEEETEICLRF
Sty LAZBEAROKRS LEEE, LRFTEIYLORE 7Y TS5V AIC
ZlEH SN2 57z, BEE (Child-Pugh##HC) DIFHEEEE RE T,
57T T2 APRBERADKIS0%E 2% - 7200 (S ENTF— %), [7. 4
9.3.1 ]

FFRREE T
B RE RN | Child-Pugh | Child-Pugh | Child-Pugh
NTX—% (N=5) A 53%EB SFEC
(N=5) (N=6) (N=5)

?rr];f;min Sy | BIEIZS | 12085119 | 996%132 | 635+135
LRF T4 L

Cow (ug/mL) | 231512 | 236549 | 247%33 | 24.1%38
toer () 08+03 | 06£02 | 0500 | L6%L5
AUC (pg-h/ml)| 234%49 | 224%25 | 262%58 | 595+220
t2 (h) 76210 | 76207 | 87%l5 | 184%72
%{fmm S7amy| 634597 | 625487 | 554%105 | 292%135
FHMELSD

a) LRF Iy LEBEEHOME

16.6.4 SiE (RBOAICHI SHERAME)
EREICBIIALRF ITLY LOEYFEIZONWT, JLTF=UIYT
Z ¥ ZAM30~7ImL/minD#EF 1661 (Fo6l ~88r%) % MFRE LT i
U 7o B Bl IR B A HI40% R U 4910, 480 (RIEHRS)
Lo 290 (HEAT—4).[9.8. 16.6.1 ZE]



16.7 EYMEEIERA

16.7.1 ZTZbhA Y (RBOBCHSIF ZHERREE)

Tz b YOBBENGETHSICTY FO— L TE L VWESREIZZ
WHELBLREMRREEL BT 2HATAPABEN ZHRIC, LA
F 7t % L3000mg/HEHRABEG L&, 7= b Y OIIBEHEE
RN A — IR EE RIS BP0l T2 b VB LARF
Ty LOEYEREICEEE RITS L5 20D (HEAT—%),

16.7.2 NL’OEEF bUD L (BOBICHIF B EAERAE)

R LRI Z MG, NV TaikT M) 7 LAOEERETICBLWTL
RFFTX & L&I0MgBERFORE Lz &, NLTafEr sy oL
WELRF T1 5 LOEYBRRICHEER RIS LD 5/, LRFTEY L
LNV UEEF ) T LAOEYBEBICHELE RITS 2h o722 (SHEA
T—=%)

16.7.3 OBEE (TFIWIRAMSIF—IVRULR/ILTFZA RNV

DOEF]) @OBNCH T 2 HAERME)
RERRR A 186 2 R, BOBEE (TF=LITANT V-
0.03mgKR LA LT A R L0, IsmgD&Fl%Z1HLE) RPLRFF
t & L %1E500mgl H2ERIHEREG ARG L& &, LRFT1S
LEIZFZNIARNTIF—=NVRKRO VAR VT AN LILOEYEREINS
A—FIIHEBERIIS Bro iz, SEBEOMF T O AT 0y RUHE
AR IVE B EEE TR L. BROBTEOEMICHEL RIT
Eholz. BOMEREIZ. LARFSEyLOENEREICHEL RITS
BRI (HEANT—% ),

16.7.4 IAFV Y (ROBICHFDHERAE)

REBALLGIZNRIC, Y TF> > (1H0.25mgx1H1E) RO LRF
Zt % L1E1000mgl H2EI7HMREZOHRES L&, LRFTL 8
LY TFRY Y OEYEEIST X — Y I EEZ RIS a5z, VT
FUUHULRF T LY LOENEREICHER TS 2725 (SAEA
T—=%)

16.7.5 DIL7 7 U (BOBICHIFZHERRE)
JuburErBEoEREER (INR) 2 BEEOHBENICHRET S
£ TNLT 7)) OERE R T T WL B EEREA2661 % 6RIC,
TLT 7YY (2.5~7.5mg/H) KR LARF I+ % A1E1000mgl H2[E
THRERERORE LS, LRFSEILRZTLT 7Y VEBEICE
BERITST, TOoburCUBHLEERZZTI R /. TLT 7Y
VHLURF I Y LOREYERRICHEE RIS 50720 (HEANT—
%)

16.7.6 PO Y R (BOFICH T B HERAIE)

EERA3M 2051, 7ax Y B (1E500mgz 1 H4E) RULAR
F I A1EI000mgl H2E4H B REROZRS Lz & &, Faxixy
FIZLARF Tt & L OEMBEEICIIHE L RIES 2A > 75, TREW
ucb LOS7TOE 7 V75 > A%61%E RS E727 (SEAT—%),

17. BRRRRAE

17.1 BMUERURESMICE T 255

(CAOABEDOTRREIE (TR ERIEZST))

17.1.1 BN IEER (RO SEFHBINDOL) ) B HER)
WOHEE2ET B8 EOTAPABEINFZHNRIC, LRAFS5EF
211000~3000mg/ H % 355 6 155 B Masr &S 4ER. 13
20]) VBRI & &, BOBSHROSEFIRNESRICBT21H
Bz OEFFAEEE O P IE (1A — 53 Afs) 1. 0.59
(0.04-1.12) [E7%0%0.38 (0.00-1.00) [ETH > 7®,

BIEFIEIREEE 1218, 8% (3/16M1)) T & - 7= o BIEF 1L IEETER AL 2 RE6. 3%
(171661) . FEEHEAIER6. 3% (1/1661). FEFEAiERR6. 3% (1/16/1)
THo7,

17.1.2 EINSEMAEEHER (RRA. HEIEZE)

BLTADPA LI ENTHAHIEEZET S0 EOBEEZRREL
T LRF T+t 4 £1000~2000mg/H (1000mg/H % 5 H12 FE A5 H
5 N7z 35E132000mg/ HICHEE) X133000mg/H (REOBEI»P D
59, 3000mg/HIZGRHIEHE) 2 BANCCTROKES Lz & &, FEF
IEH T» 5 1000~2000mg/ H B D BAL Tl AR I B 56 » ARIFIEHE
KEBEOE S, 73.8% (45/6161) TdH - 7z, 1000~2000mg/H B D
AT & T O 1 EMBEEEREE OFH1359.0% (36/6141) TH -
7z F7z. 3000mg/HEHCB T 56 AMFEIEHEKBRE O E13222.2%
(2/961) . 1FEMFEEHEEZEOEAIXI 1% (1/7961) TH->7,

BV P S BLAE 1354, 9% (39/714) T - 720 E 7 BIVERIZER32. 4%
(23/7161) TH -7z

17.1.3 BRSO/ MR (KA. HAEZE)

LARFF+ 4 41000mg/H. 3000mg/H &RV 7St R %1 28ME %5
(BEOHTAPAZREEDOMA) LBE, FEHREE CH5EH /-
D OEARERBEORIITEDEBY THD. TILRBELRF S
& L8 (1000% 0'3000mg/H) FIC LARF T+ % 41000mg/HEED
B TIEM RIS B EENRD 5 h iz (£ 12 hp<0. 0013 I p=0. 006+
BB AR BRI B T 20 AR LS - 0 Oy FIEEE
AHERET HHTEAN) . BB FHICBIFE50% L AR ¥ —1L—
b GEd 720 O F(ERB A BRI & N T50%0 FeiE LB
DEE) 1&. 7T AREE3.8% (9/65/1).1000mg/ HEE31. 3% (20/6441) .
3000mg/ H#£28.6% (18/63f1) TdH -7,

B 72 D DG FIEEED | 75+ RBITHT B bR

1| 4ra) bR % % it
P moanm semmm| % s
Fou X 65 | 273 | 267 | 611
188
100E?§g/ 64 | 358 | 225 | 1961 209 | [60,29.9]
[10.2, 30.4] |_(p=0.006)
3000mg/ (p<0.001) [ 230
Xme’| 63 | 344 | 208 | 2772 105561

g; ﬁ%ﬁ%@&lﬁwﬂﬁ%@@ﬁ?~ & 1> T BREFIEL
c) FBULREHFIEICES JHDR
d) #E5HcET. BEAMICH T 2MEER L 2EH 72 D OERSR(ER

HEHEB LT HHIBINT

BB A N O BT 4 P oD B AR PR RE B R 13 1000mg/ H % 58 T56. 9%
(41/72f1) . 3000mg/H#% 58 T54.9% (39/7161) Tdh -7z E2EIE
FI131000mg/ B S BT ER13.9% (10/72f) . RIAFEZ8. 3% (6/72
Bl) FEED £ 118.3% (6/72f51) . 3000mg/ H#x 58 CIEHRI. 9% (7/71
Bl) . BIABEZ8.5% (6/7101). #ZEED £115.6% (4/7161) TH -7z

17.1.4 ERFELEHR (A, HAEE)

LA F F+ % 4500mg/H. 1000mg/H. 2000mg/H. 3000mg/H & *
7o REZIARROHRS (BEOHTANPAZEEDOHA) LBE.
SMEHART IC B 1T B BEHIE A 6 DM H 72 0 OIS FIERBIRD R (Fhk
) 1&. #h2hN12.92%. 18.00%- 11.11%. 31.67% % *12.50%T&H 1
FEFMIEE TH B LT Tt ¥ 41000mg/HEE. 3000mg/ HEER O
T ARBEOIFM T ORMEARIC B 1 2 BEYB A, 5 0ED - D OB
FERBEADRIC, MEFENLERZIRO 5N >7 (p=0.067.
Kruskal-Wallist#iiE) . 728, BEHIBITH50%L AR ¥ —L — M,
75X AR 6% (8/69f1). 500mg/HEE19.1% (13/68%1). 1000mg/
H#17.6% (12/68fl). 2000mg/H &16.2% (11/68{1). 3000mg/H &
33.3% (22/66f1) TH -7,

1B A R R OB A R o0 Bl AR IR AR B 1k, 500mg/ H % 5 #£60. 6%
(43/71451) . 1000mg/ H % 5-8£61. 4% (43/70%1)) . 2000mg/ H % 5-E£58. 6%
(41/70f1) . 3000mg/H#t58464.3% (45/70(1) Td -7z, FEINEH
13500mg/ H# 58T, BIREAA14. 1% (10/7161) . FHI9.9% (7/7141).
FEMED EWT.0% (5/7161) SEER7. 0% (5/7141) . 1000mg/ H#% 58 T\
BAREEZ$18.6% (13/7041) . {EHR10.0% (7/7041) . 2000mg/HIxE58ET.
ERR17. 1% (12/7001) , BAIREEZ$15. 7% (11/7081) #457.1% (5/7041)
3000mg/ B 58T RIRFEZ21. 4% (15/70(). 1ERL7. 1% (12/7041).
IR EREGRAT. 1% (5/7061) TH -7,

17.1. 5 EBRRAHEIRSHER

ENE I/MAHRE (RA. GRS 25T LZEBEISIBIZMRE L
T\ LRF T4 A1000~3000mg/Hz1H2ENC S TROKE L= &
EOMAFERBILLTDOEB D TH 722,

KBRS U7 BRE DS B 766178 2 ORETE S N7z el BRICH
ITURRBEZ#T L7z (24~361 AT 36~487» A TA7HI. 485 A
LIk 2861)
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) :fil%k
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S &
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}:&E 4.00
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Z 3.00
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pae]
TR
£ \E 2.00 -
o fTE '\HNN e @ ap
= e 1
=
] 1.00 (150 (150) (135 RN
(122 (DHOV D @) 80) @) 85) BV (79) (D) 70 (5o)
0.00 (39)
B N N N R NP NP N R NP S N R
R S N N S A S U S
@z&* R I S I I O R R

AT 391 1

FIE RS L92. 1% (139/15161) TdH > 7z. E22EIVEF L EINTE
72¢55.6% (84/15145) . SEE24.5% (37/151431) {EHR22. 5% (34/15145)
Th-oT,

17.1.6 ERSEMEEER (IR

BFDOMTANPAETHSLRIEMBRIESN T WESRIEEZET
BUEL LIRERBO/NET AN ABEBRZRGE LT, LAFTT
% 140 1260mg/kg/B ({AE50kghl 11420007 123000mg/H) #1H2
BN CLARBRZEORS (EEOMTAPARELEOHAH) LizL &,
FEMIEE Th 2 BEHE A 5 Dl 72 D O FIEEEED E O
R (95%EHRME) 12, 43.21% (26.19%, 52.14%) TH Y. F(E5E
FEDEDHRD 5Nz,

E7o NRTADABESHICISALES L RF T+ ¥ £20~60mg/
kg/H (EE50kgll E121000~3000mg/H) % 1H2EICH 13 T RS
Ui & Z OB RIEERIZLUTOEB D TH- 729,
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BIEH  IRRMIM Mkeih AkbeikS ke ks ksl
(14#) 1A~37H 3~6sH 6~97H  9~I12,H 12~15-1

Bl FA R BB 1458. 9% (43/7301) T & - 720 E 72 B A& HHR42. 5%
QU/73F1) Thotzo Tl BRBEERE (BIEA) & fFPEkiue

D1.4% (1/736) . BIEREIEML. 4% (1/736]) TdH->7¥,

({DHTADAETTIRBHRIBHSNBVTANAEEDEER

RFEIEICHT DM TANAEEDHBEE)
17.1.7 ERHESE DR (RA)

PR DI T A D AZETHD R FEIFHIZDRPE 5 Nk WIRERAFEZ

B B EDOT AP ABESIH(HAABHIZ &) Z0RE LT,
LAF Z 8 4 210008 L < 133000mg/ B (1000mg/H 7 5355 % B L.

B E8AE TICHENH 5 iz 5E X 2B RE T1000mg/H 3>3000mg/
HICHEE) a7 RE2EMRORS (BFEONTAPAELE O
) L&, FZEEEE THL2BEHAMD 5 0EH 72D ORERNK
FEOBHLRIITROEBOTHY . TILRBELRF T LB

DO THEIFN L HFRBENED 517z (p<0. 0001, 5B KX OE 2= F T

BREAMICS T 2EH 70 OMEMAREEE e HEE T 5158

1),
7 ) ORERAFEER | 75 A BEDE
PR gy | e | B | BRI
FouAEE | 109 | 083 | 065 | 19.64 56.13
Yolg ur| ose | ol | 7698 [?g%géoﬁ”
a) Full Analysis Set
b) HsfE

c) BEBMEUVUEZRET. BERHAMICB T 5B H 720 OMEBERRFIEEE
EHER LT HHIEANT

B FEBSE R 1323. 8% (30/1260) Td - 7o E 2 BINERA IZMER2. 4%
(3/12661) TH->7zo Fiow EnEBRMEMERES (BIEH) & RPE
EIRFHET. 1% (9/12661) 1/ IMEEREA 4. 0% (5/1266) 7 R ERERA 3. 2%

(4/126f]) Cap -7z
17.1.8 ERSEMAERER (M\T)

BEFEOT T A D AT L FIEIFIZIRPE S s LIRERARFEZ
L RF
5 4 140X I260mg/kg/H ({hE50kgbl_F132000%133000mg/H) %
2LARRORE (BEFEOIMTADPAEEOMAE) L& & FEFHbiE
BTh2BEHM D 5 Dl b 72 D OsRE AR ERIEREAD RO FR{E

B 248U EIGERMO/NETAPABELFZHRE LT,

(95%EHEXMH) 13, 56.52% (-15.74%, 98.18%) T#H-7=®,

RIfEFSEFREREIE38. 5% (5/1361) TH -7z, BERIIMER23. 1% (3/13

Bl)EEERT. 7% (1/1361) BRE7. 7% (1/1361) THI7.7% (1/136])

THolee Tl HRREMERT (BIFEM) 3 DERQTIERT. 7% (1/13

Bl) TH-oz,
17.1.9 REBEIRSHER (BARUINE)

E A E S AR L < NRENEIEREZE T, UIEEER
BNAERE 2 DRA+ DO DRG0 ICHIE L BRANEEH
BladRe LT A (16RELE) TRELARFF 14 £1000~3000mg/
H. MNETIELRF Tt 4 £20~60mg/kg/H ({AE50kgll 131000~
3000mg/H) %= EOKRE L-& &, MERRFERRIHUTOEBD T

&H o 773940
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BIVE S BLSE B 1338, 6% (17/44) Td - 7o EHBIERIZMERLL 4%
(5/44f1) TH -7z, Fio. BFRBREBERY (BIEH) & DERQTHE
E4.5% (2/44B1), 75 =273 bF AT 25—V 3% (1/44
Bl 7ANSEUBETI) VI AT 25— EHMNL3% (1/4461)

C-RUSHEE N2 3% (1/4461) . (FEHEMN2. 3% (1/4461) TdH o7z
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LRF Ty LG, BEZECRROEELRA T F v L&A L%
WM HRERRD v F T AN ABRE2A (SV2A) & DFEEDD
NEICa?F + 3 UIHE ., MFHNCa> OBEEEME ., GABARU ) &
EBHERICHT 27 a2 T ) v ZHEQMHS, w0 mE
7R LOIHE 72 EAHER SN TV S, SV2AICK T B S HME &
BERTADAENET INACBT 2 FEENHIER & ORICIZHEMEDP D 5
NBEZEDS, LRFITEH LESV2ADREED . RIEMGIERICES
LTWabDEEZLNBY,
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BINSIEP o129, AERESHEF Y RY VT R®, RUFL Y
FTEIIV=LFYRYUTIIRS, CahLE Y NI HA =V EEE#
507y b ZAMFTRAT—)LBEERMTANPAT Y b (GAERS)?),
BEREFE~ 7 20V 0 EOEIFME. 2RFELRM U TADPABY
ETFTMCBNT, BIEWHIEREZR L.
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BRAELR T v Mo B WL TR REER 2R L72¥,

19. BRI ICEAT SEEFHIR

21.

—MREGH  LRNF 1y L (Levetiracetam)
k%4 © (25)-2-(2-Oxopyrrolidine-1-yl)butyramide
73 L CsHulN202

& 170.21
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& (=4 75 ST 2014E7B4H &R, HFEERIE. 7. 6.
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W (A —4 75 EiEdRE 2014557 A4 &GS B ERMEEE2. 7. 2. 2(6))

Toublanc N, et al. : Drug Metab Pharmacokinet. 2014 ; 29 : 61-68

Strolin Benedetti M, et al. : Eur J Clin Pharmacol. 2003 ; 59 : 621~
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) MEE7- ABFES (41— 758 201047 H23 H &R,
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Bt (f —4 758 20107 A23H &R, HFEERMTE2. 5.3.1(4))

Yamamoto J, et al. : Clin Drug Investig. 2014 ; 34 : 819-828

Brockmoller J, et al. : Clin Pharmacol Ther. 2005 ; 77 : 529-541
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YIERE (4 — 7 75 8E : 20107 A23H &R HE ERMEEE2. 7. 6. 4. 1)
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) Browne T R, et al. : J Clin Pharmacol. 2000 ; 40 : 590-595

) EMMEELER (7 2= 81 2) (4 =2 778 201067 A23H KT,

FAEEERMBEEE2. 7. 6. 5. 6)
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