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levetivacetam SEFNH A FERDIELFEREROR - BURMIECRN S EE Ryaiidte s
(b = MR BT R » B RUATE SR B « MBS RREE ) R,
ERBRCEEIIH P By -

Hm R

SRFCAREORIER —H  levetivacetam WAERE R IRIRGRI SR 5T 8

B o R AR (paradoxrical offec) FHFAE levetiracetam Eﬁ#ﬂﬂ_}’ﬂu,{
3 rxﬂ’“ fn'

RN RS — A A 30 B AR AR (SR R R TN - REE
PRS- R AT RIA R A -

{F ik 2 RN T ERM ECG QT BIFFIERIHE - Levetivacetam fE
ANCEFLE Qe [HIFAZEREFLA ~ BIRFOFFH S QFe B IRIR AR EH
AR C R B PR P R LA A -

SIS

FENINIR A S TR 6 BRI T ILEL

BRI EERERA R RIGERRE - Al SR ARG
HIERE 5900 > e fe - W HIBHAE » S ARINER B LA B R S G A ROV -

5.3 fRfEHERRAE D

Levetivacetam RGP B S ML B ERBUE D) - FRIERBEREIAR »
5 EN AT ERETHI I RS IS S R e HA B P AE MR SRR
FIEOIR « PRI » B9 ATESAT TR R (R R SRR Al e Rl VD - 3
S AR B SR AR (R IR RRATAE SR ARG - A TR T AT -

6.1 {587
WL C

TE— AR EMEE S » 3552 levetiracetam FL—3G09 206 (F218 1800 7] » 3L
cpig i 1500 PIERELERIAAT = A IHHD RMERMERIE R A -
BHFMET-e 352 Tevetivacetam Si—IGHAT FIREHISEEE » HAINTEATRAVE
8 o {H FBATTIHE U (59100 FAREE) YA s S Al e e s m
P

Levetiracetum SR EFAIRHG R E R BRI L PR R » 7 v PALE 4
(IR - (EIEMRANLT - MR R I SRR -

HZARMR R (TR I levetiracetam AR - SPATERZUNRIHI
# levetivacetam SEEFHER LS - BERRENEEISAER =Z200&
T T HA R (P (ST e v SR R 2 FE BRI 60%) « SRR BESZIATAIN I
AT I E AR R -

6.2 M
Lovetirneetam GHEIE ASTLHh » SR EERET o D0 4En 7L T
H levetivacetam » ZEER N GTRERS B R MR SO AL s -

1t @Wﬂﬁ'ﬁifl/’ ﬁﬁ%ﬁﬁuu@af@&ﬁﬂj 1l H Al e Z R RIESA
SRR R B -

n mm .l,ilf" TEE
5 =l




0 AR LSRR B R teveliracetam RSB H I FLERRI R (B
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FRRMPHIE AR » YRS levetivacctom AORSHERT: - ZATTILICRTIR
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FYIF G levetiracetam JERPINISIICENT » (BIhBER G H0RE -
Levetivacetam SUTARIA R R RIS RAHMNRER -
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HHgh - AR RENREN levetiracetam JEATRIILAR, L iR smH
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HYEE o MARRIVESR R > HETEIE TR  (pee-pretocel populatien) » B
Leiter-R SRR L RBNEEFERSS YR S etme
levetirneetam [ A R E R CFHI) A - HF—MSEREBN TR
(CBCI. ~ Achenbach SEEFT IO TIEAE R ASERTRHY 28 » TR
IEEECHEE TN A A TIER » 885% levetivacetam B F AN IT VS
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AEE SRR AT levetiracetam B} pyrrolidone Fi4E45(a-ethyl-2-ox0-1-pyrrolidine
acetamide Y § B8 FAG) » BEUIBIROVHT RIS 1 (LR et e L AT BRI -

Levetiracctam (PHERIBEI AR 24 - i3 RIENEAE S » levetitacetam
T e R AR AR I B A SR {3 -

AR AABAMTR » levetitacetem SrEsSB AT PN INET A « BRHIY levetiracctam
G R IR N TR AER - PR (RSB F e B P fFRE B - Levetiracetam
TRE B4R T-H) B-carbolines ¥ GABA i glycine T2 J01I (1 - ob41 -
A MBI AI levetitacetam & HIREEREY) S S AMEATRISE G RS - 1B
L& EGIRI B Synaptic Vesicle Protein 2A (SV2A) » #5372 B vesicle B B 1ReR
HE SRR A < Levetiracetam FIT SR 4] SV2A AT G HAFR
EMRIEEUGS » LN SRR th 2 3 Brah S -4 BRI TE B A
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P AREEER S levetiracelam BHREITH 45 MERTHA Miopileptiform
discharge/photoparoxysmal response)N R + BIRSHI{E R > BRSRES IR ET -

103 BRAI A A
MR R MR - SRR LSRR SRR AR TR
levetiracetam ¥ ASEAERERIAYEERIE -

B et Bt A A SRR RN + (A B (rat) SRR o 1 54 (mouse (R BLEZRERR
JEEHE) » Hom PRI I ARSRIRET » JNUSR IR RN 5 T RS R IR
HEZWHRT » SRR EEES BT BRI - /N
ARASERT (S oA PR B AR I -

TR FES 1800 mykg/ R (6 % MRHD - {{j mg/m” WatEEEL) FHERAVRICHAL
F1 FAARY « Wi B st d i REM A B IrR e T BR
.
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(embryo-fetal development, EFDIFTEE « $EEEH 3600 mg/kg M95IRTF » HH—F
EFD BH5%HHBA 5208 B (e B A e 8 SRR I s B I i 4 - M 5A3E
CHACR TR riba R G RIS - H5 R RNRIEEE
K7 MEB| 8 (No Observed Adverse Effee! Level, NOAELYSHEH 3600 my/kg (B4

mg/m? 5HEL AR A BT E RS EARTR Y 12 %) B R AIREE 1200 mgikg ¢

8§ T-CABEE 200 + 600 - 800 + 1200 B 1800 mg/kg AV HEfF IBIUEIRRS
3 F (embryo-fetal development, EFDYIZE « 4£ 1 1800 mg/kg (705 {5 UH AR
BESEY:  WOSEHR SR ECRIE - DIRARLOIE AR SR B R - B
£ (HRARIER B MR B (No Observed Adverse Effect Level, NOABL) <5 H 200
mpkg + A5 BIEEE 200 mgkg (Bl mgin® 578+ St MRHED) -

S HHEPRRLUER 705350 K 1800 mg/kg 2 BERAY levetivacetam TR —THIEES
PR EE RS BT ST - B PO {URER LU FI (AT BTl sse « (LR R A
B HASORE R ME B (No Observed Adverse Effect Level, NOAEL) 28 H
1800 mg/kg (BA mg/m? 58 » MIE P AENH s diaii i o £5) -

th g A e A0 BT B R BRI B+ B I R 1800 mg/kg/day(BA mg/m?
S MR AR SRR RN 6 217 (350 - ST IR B -
BB R L (Bavironmental Risk Assesstnent, ERA)
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Levetiracetam J3— ELVA BHEEARE R Gt iSOy - Hegli 2 e 2 a0
{fi + (ESIA B (BN SRy » EREESTEAA S RN B R 4
Ko~ BERHIRAFERENE 1500 mg £ + IREHEE levetiracetam TR IARF B R S 1)
JIENRN < FLAGRHE B M ~ TlRE O N0 72 2% « SLEEE TEHE 0,
A B BEA AR Y -

(R HAT e A e 0Ty e o AR v ] R ST B mgdkg B
H5R) » BT ENT levetitacetam (FHIUSERHLE -

oA AFE R 2 P AL 1 ] DATRMETRAE A B B L (D R SR
Rz 4 NSt e R b s 2y L 2 1.7)

CHIRAEEE) DA R E S S MR » HDATNGRE . (15 2h8 ) iy ]
1500 mg levetiracetam (FEEFL 100 ml ARS8 04 ) » BATIRAY 1500 mg
levetiracetam ( =5 500 mg $855) ) BAEHHASM: -

TESHLTY 15 SN ARBRER £ 4000 mg B ECHTER: 100 ml 0.9 %AULHEI) »
BARS 5 43S ETen AL 2500 mg FIEE (FRETS 100 ml 0.9 %A {LRLHEIR)
B st EARBTR IS ER 0 e R o 2 S iU, -

e L

Levetiracetam 15 8] ety o C1RRHE S B o] HISEE T By 100% <

U 1.3 /NRFE o i s s (Cmax) - 45 E BRI FHTR R e (i H R TR 20)
T R P R R A « BT 1000 mg B2 BF A4S TP HID 1000 mg» B3A Cmax
FF 31 F 43 pg/ml -

ACHEINL RS P 48 (dose-independent) » H A2 G854

° ﬁﬁfﬁ
AT AR R T (g -

Levetiracetam ol H: 3 BE{ Qa8 [ 76 A (145 S 9{RC (<10%)-° Levetiracetam
MRS MR TEY S 0.5 55 0.7 kg » FEITAMERRE i
17 fiszsd gAr ARRsE (15 43§t ¥ 1500 mg T8
73 51 £ 19 pg/ml (EHOTH [ EsE ) -

o {Rf

Levetiracetam <& B0V AR A A < TRagCHRERQA%AITR) /Y Eh 4

A (Cmax ) »

BERIIAR KRR A H T A (uch LOST)TREXHIHIEY cytochrome P450 fiE3i] F; (‘“'} i l
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SRR (VA » — I8 pyrrolidone FE &4 (L(hydroxylation) /5.7 (1.6%
(PIFFIE) » 55—T7 i pymolidone [FIERTEZRK(0.9% I ) - SLib A TR 60
FAH 0.6%MBRIFHE » Leveliracetam W0 H 3R (B NR GEi i
{542 (enantiomeric interconversion) =

Levetiracetam AT # S ACEIFTE R3S M BRAERAE R G A (A 2 G BT
(REH cytochrome P40 BAIZ(CYP3IA4 » 246 2C9 » 2C19+ 2D6 + 2E1 Jr 1A2) »
glucuronyl BH{EEHUGTIAIL k. UGTIA6)FI epoxide hydroxylase Y5 « IL46 »
levetiracetam il 5§32 488 valproic acid ¥f B 4 €f Ba 09 PR 1 B2 AL E 1)

(glucuronidation) ¢

B} AT B ASIRTHINE » levetivacetam T Bl ELFFE24E CYPIA2 » SULTIEL B¢
UGTIAL » Levetiracetam 38655 ME CYP2B6 Fr CYP3A4 « (LIRS R i Ay B
O 2R ~ digoxin Az warfarin (Y32 B (F 1 B EHER A P R R
I = BRI » levetiracetam @A g B HAM D I RE A 2 G 1R © RLZ904%

o Rt

AR T /NFF o AN SRR - SRR E IR A - 48y
P R (mean total body clearance) 2 0.96 ml/min/kg »

Levetiracetam 13T eHFREHERE » JE1y 95%9 5| & v H R (29 93% 935 & AT
48 /NIEAHEHEIEHY - B 0.3%MIF s skt -

RIS TEHEIER () 48 /DHY) ¢ levetiracetam By 66%f5 & + EZREEy 24%
(73 -

EFpE IR ¢ levetiracetam By 0.6 ml/min/kg » ucb LO57 % 4.2 ml/min/kg ¢ HHET
levetiracetam SR e /NERAA AR B 2 2 (T B/ NI T ORSCHEHIEE » 1T web LOSTC
WU ) IR MRS R MR B NV SRR

Levetiracetam FIHEL (E F EZRLASAT A ERST I -

o RiTRIE AR

HEERFA

AR AU A I 40% (10 42 11 /i) o JUPRILERE 2 BR R ThAE LR

ZHL e

HE

FHI 212

HEAA L6 5 12 ) R IR (20 me/kg) e +levetiracetam AY{ZE I 2570/ M -

TEERE AR B RS R R IE R L A A BT 30% « TAERE(4 25 12 i
HE R (20-60 mg/kg/day) s + levetiracetam fREAFI BRI - MREEHE 0.5 % 1 /NgH])

(1 PTREE TSR - ARG KA RO RIRECTINN - Htt

III‘

]li T.'! 14



SEHIALI BTG < BERLSHEESIAAS 1.1 mi/mindkg -

USRI (BHE S B

1 A% 4 B RE R R 100 mg/ml B IREEN20 mg/ke)td o levetiracetam
ROyl - MRS A R — DY - BRE AU
(5.3 AEDLERE A2 ANEDEL » BRHNEERRRITEEI(LS mbmin/kg)i e A (0.96
mlfminkg)fh -

SEH ] EAAE 16 B2 W ASIETATEHREYE S SR - R E D

BB G B RS BRI A ) M B R S RS R L - PR
S NH 2 W BT AN ATER R A R TR (T e s R

€ 4 BAEI GRS e i -

TR R EE DB e # levetitacetam BIRRF SRS I ARIABE ARG
HBLUAR R G4 20%

EFOgEREREREA

Levetiracetam FIH LIASMAERNN ISR PR MUBRERRT BRI » Bt s
14 B B B B TH G PR IA] AL (BB RILAZ AT 2 B (B M2 lovetiracetam g E1 4 B
& .

BREASHOTRE A SRR A LA A0 2 25 NI CGRIETT 0 B 3.1 /MR (BE R o)

TE—fE U/ MEHTEEF I » levetiracetam YUERR RS E 51% -

FFROEEBBERA
TESRIE B - IFTHAEREGEN A BT levetitacetam FERRT R - SRR EIFIOME
PEBEEA » BRI E oD SRR (T levotiracetam (I BRERAENEHET M 50% -

12 EEpRBURR B
RSB Sl
A~ FEDIE ~ B2 AR O CF OF H R 2 Ay BB B

Leveticacetam B ASIHEREE 3 TH FR{EH 1000 B3~ 2000 33, 3000 33
(STRERRADY IR AR £ 38 18 AV T B s B S s o
SO  (EERS 1000 « 2000 BY 3000 33 levetiracetam SR AT
ERE T4 ¥ AR TE R LTI R T 50%2)
B ALLET R 2y 27.7% - 3L6%T 41.3% 5 CRIBEA RN A P HL
12.6% »

FREER AR

Levetiracetam $f SOEH A (4 Z 16 BRSNS & —THMEE 198 firpy A Ba#IRT
Fy 14 PSR S RN TSRS I R - TEIRTEEAER Y - B AR 60 RESY
F e BB R (BAREH Ry F VAR 8E) 2 tevetiracelam HYEHE -
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49 44.6%({H A levetiracetam SEEZ AR 19.6% 8 FIZCRIBIAR WA RGBS
R AT A TRARAT R BRIUIAE SO0 & - BRI HINAMINIEI T » A 11.4%0Y
PN R 6 (A S5 (EOTRL - 17 7.2%E5 S0 | EImRS R
TR R IE IR PR - 4T 35 S mENRN ST | BEL TR RE R
TR » Hp b4 13 (rddiEeg<6 [BH -

16 5EL_E S22 B A 2 I RGP BN P i e 2 S R R R
i

FEHE levetitacetam U BUSESREERIN R0 THET S 576 i 16 BbLE ~ 35
FEMT TR TR PR R AR TRYEEE ~ T 504H - A8 carbamazepine
EHFRBC RN CRETTR S S B ST « AR IR M
SIS A T R S M R S R ROV » AR B AR T RIS
carbamazepine CR 400-1200 S50/ H 8 lovetiracetam 1000-3000 257/ RNEHE » 1
SRR E - AR R 121 -

7 73.0%{HA] levetiracetam JARHTIR AR 72.8% M carbamazepine-CR JAHGH
NEEE 6 8 B SR Rt AN ER S 0.2% (95% C1:-7.8
8.2} - HEBW PRI SRS E IR ERE 12 R (ovetiracetam 4152
carbamazepine CR SH51H 56.6%5E 58.5%A02EE) »

—TER SR E IR TR AT Y levetimeetam S8R ERA 4 MBI AT
FPEIH AT LA SRR UERREERIUE 69 R AR AYTE 36 D) -

BEAZE 12 B A AR B L i B A 2 A D AR i B L By R 0y
Bl

Levetitacetam ¥} 12 gELL b« BB M0 - BIPEFEHEREEZ
PGS RN AGTHER T R 16 B SE RN iR T G
I7 » KERGHR A B EAT TV RIS ER (300 -

HIETEASES T » lovotiracetam MRS 3000 R/ » 2K 2 BIAEE - 4 58.3%
{#1 levetiracetam S&55.2 #5 A T 23.3%(8 B2 BUREHE L A DT AL TR 5
TS ER B PE D S0% « FERSH RSN T + 49 28.6%0 R A ERIE D
6 (S H SRR A FR S AR » A 21.0%3RE0 S0 | ARSERILhh R PR SR 1E

SEGRRE T SRR AR 12 BELL L B IR R L B B R
HIEHEIG

16



Levetiracetam H']W&L.E"‘lﬁﬂy"’i?fﬁé T S 1 M HL P A BT R G
D SERIRILRIEE S ~ ARV - ST AR B RRRIEA
SEUEMIR)2 IR 5 152 S DR B A (PGTO) B IR, ~ P R DI By
24 8 - SEE -~ ZeRE I TEE BRI - TR ¢ levetitacetam (YRR
B AR 3000 S/ H 0 BT 60 ST/ 0 43R 2 FHlESEE .

i 722%{0i ] levetiracetam AR AR 45.2% R A EIGEA R A ER
PGTC S {FHERIE(E 50%LA - » AR RGN T » A 47. 4% AR
4370 6 (R F G50 PPN E + A 315%EET 430 | SRSt E SR AR (R
Ho

BAKEEHF

13.1 fu

£ 5 =TI T8 10 )l -

BERAN Clype 1) 845 DISERH{ZE I aluminium/polypropylene 214t -

13.2 33
HEGURE R e

BERA R0 IEE SRR BT « A5 R L VL T > S Y5 R LR T Al
(RTFISRTAIRRT » S 25 2-8°C MBI 1-U/NES » BRI TR BRALTEERZAG
PRI T ST -

13.3 GREFRE(TE
RAEERS 30°C BAT - fiiRigavinfe i 20 (2] -

15,8540
Tz
BT AR L8791 « ASEF UL RIE RS -

h4289% « NCDSI1
fEAHHR + 27 Jan 2021

3 ¢ Patheon lalia S.p.A.

Wi k¢ Viale G.B. Stucchi, 110, 20900 Monza(
f 5T ¢ Acsica Pharmaceulicals S.r.l.

W hE ¢ Via Praglia 15, 10044 Pianczza, ltaly
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