ZEHE: 2024 £ 01 H30 H
&2 HEE: 2024 £ 03 A 14 H
&2 HEE: 2024 F£04 H 29 H

L

DBV TE SR IS

THIFRIE A B H EEIRE

[ 268038 ] ‘
AR PP SR
YA R Lacosamide Injection
DEPFE : Lakaosha’” an Zhusheye

FEAY: FIE T
22 FR: (R) -2- ( CBEEEE) -N- KR 3-

a3k C13H18N203
SyFht: 30
Ak ‘iﬁﬂﬁfl‘] Hhme (pH AR | FESHHK,
[ PR ] AR A G e v TR A
[ &R ]
A% T 4 2 B S R o R AR AR o
[ kS ] 20ml:0.2¢
[n d%FHsa ]
R
ﬁ%‘?’/“ﬂfn"ﬁé‘ﬁ”w}y\Hﬂﬁﬂiﬁﬂ*ﬁﬂiﬁﬁé‘iﬁ%o El
UIRZA AN AT AT, 7 S SR B 1 — R AR 2 24 3k
¥, Bk P)Eﬁﬁ%ﬁﬁ%ﬁm MR ) phy 2 2E S DR 5
TEREGIRIT I PRI Ty, WA R b B H R i
5 RMALZE . FIRE KL 25 2 ) v] DL BRI A,
ToT AR f‘ﬁ‘%‘v‘%H SRR H YAQA*Eo
ﬂiuuxJ%Hﬁlﬂq CEF N F—K, Kk —
< BA (17 :v}SUJJ: )
3@ LRSS T /AR LI (R = 50kg ) LI

SFTEH

K,
[ AR ]

LR

FRAEAE 1308 BR324 S 38 T T (Y I 506
I L B % BRI PR U8 AT 2 2R Emmﬁﬂafix
A AR, SR 61.9% F1 35.2% B BT
%T@meaur 7l§uu{ 7 L I A S R
(= 10%) Hit i, BOREI, XN E A
BEPRE, ~&b‘<ﬁj5§mﬁ$ﬁa‘é, ELI D59 bk J RS 2 %
PR 25 R 0 T S RSN ) 2% A SR R A
s ) A 1R ,

TERTA X RRATIE A, BEHLSY B HE 32 A & 1 SR AR
LS BN 2% 0 12.2%, BEHLS B 3252 22 B 1 28
%‘ﬁlﬁ%o SRR AT IR TR BN Ry Sk

TR, S5 2 3 5 B I
7i¢$nf AT .

BT YOI 51 T YRR A T LA AR 5L
BAZGIG YT I R0 B 19 43 B, B0 VD IR S i AR A 1
ANRIRE (= 10% ) J9 3k f kst 520 5 W e id T
14 7 P Y RS RS I S B 45 2 R 10.6%, THTHESZ T
PG P22 B RIA YT I AR RS B 1525 Ry
15.6%.

AREMFIFR

T T AR A6 B I mr@hﬁa%%m&imra
ST R, RAEFEIT: EHHEL (= 110) , %
(= 17100 % <1/10) . AL (= 1/1000 % <1/100)
RA CHRAE AT RARI B, kAt e ) o R
AU, AN RN TR A
30 AR K hh}%%ﬂf! 290 RS IS RV R

Hetpl L. Z RS QI R e REER LR wm AHL *
1A (17 FROLE) BERATIERENAR o —
et 100mg/ RS BrAE 5
BT (g ) 200mg ] 2549y I R
» N 50 mg A H U (100mg/ H ) ﬁﬁiﬁ PRI 2
FREHEE (BRI ) et e FOHEREAR
SRR B 4oomg/ H i
HEFHR LG EOBRR S0meg . B H 0, — A g v i
Sk 100w 151~ KT Nt e
SR Z 1, aTa nliﬁ‘.'buf‘ﬂ#%ll [oave )| N
50mg, A H U (43 m 100mg) , JESE
H7 Uﬂz 400mg (K 200mg, A H K ) o SEF R
KA AR R ER R D BRETT PG
A A TATT IR IR AR ATELR 200mg SR 6 A 77 4t IR
25 12 /NI ESR R 100mg, 45 H 0K (200mg/ H ) 4i WA e
AT, BRI PRI, B ESORRIETE | mags (s mE | EHEL -
SRR, 4 e i T B R DR 2 RH || e | ml i
WRE B afnt, AT LLZA T SR ik, S iR O BEIIE
w22 R GEAN BRI R A ST RE T, R AE YT i IR
Wel R AT M 242 (S AR ] ) o MARDE T 1
FESE T RRER AT, AR REEERES . S5
2, 4 SR EJLEME D EAE WS || s
R/ R B F A I IR AIRZGH G, TPRSE | Has B
GRS ATy . (KT < SOkg (Y JLEE AT AR B S P
e LI YIS 1 D IR O IR AT . Y I IR 25772 i S 1
ANATAFISE, O] R VD e P Rk . T e N e T
{68 > 50kg & DT )L L i %
[E A = 50kg ﬁﬁﬁ&‘@lﬂJLEﬁ‘J%ﬂﬁ'ﬁﬁE)\F&%#ﬁlﬁl bt
Gl IR ) o i
k= < 50kg E’J%LL‘SEﬂJLg i
JLRAT DR R AL F25(Cah ot Ban | PIRESE Ly HEIKCE
JERREN S R ARIA A 25 B (O [ 2532 ] ) v AED
SRR A 2mgke H, —J8 R B W AR WS
ST dmg/kg/ H o JETI7ROMIEZ 1, o] &35 58 n 2R I [E]
ik, BRI 2me/kg/ H o B ALEE E E BRI AE R RS JFRGT 2
KT > 11kg H < 30kg MJLTE, 1T BB A I, (32 ULN) 1
EFEY F T A 12me/kg/ H o XTJEWE%P 30kg, Stevents—Johnson
< SOkg HYJLIE, HEREMIEAHI Y 8mg/k; Helk R R Fepepgs | K LA
XTJL;EPJ#HF'TNan’EH’JB%LO T?H%QATMS Eitat S iie =z TR BRAE
i < 50kg 7 A FLTE G757 ik HASiAE
FN . ; HLPERE T
#2: ki< socl‘cénn’JJ?L#i%ﬂﬁ/mi (4% KD k) 1 i .
AR 2 mg/kg/ Al
Y1 etz
FREEE (BT ) 38 2 mg/kg/ H £ BEARE
TRT= 1ikg H. <30 kg BBEIIAIESE A | RS E 12 me/ke/ H *ﬂéﬁ;@%ﬁﬁ TR ant
R = 30 kg H < 50 kg MARBAIELRRE | BB %E 8 me/ke/ H " /IﬁF‘Mﬁ?
525 i
£Y 1
SRAR AT RS, WA IRE e, WA [ s
W2 (110, Fe 200me/ FEEHEAT H AR ) MBI AL G
AFHAS O IR ORI | S i

B ipAl, ARG, RS T
FFIRAEE

: =

%ﬁ*% (Fih>65%)

FERE A AR, X T 2AEmE, Ri%EE

ﬁ‘*ﬁaéﬁ’]‘%ﬂlt/aﬁ?$l‘“{f€1| AUCKTFTHE (B0 [ 251%3h

) o AR CREAIE > 400mg/ H L)
i’aa‘?n@llﬁﬁ%%ﬁ%‘m (B0 [EEFm] o [RRR ]
A LRI ] )

BINEESZ IR

BRI E P IRESZ AR ( CLCR>30ml/ 43 ) (9 AR
JUE R AN SRR 8 sl 3 W S AR 4 HLAAR R
= 50kg YJLE RN B, W %Ffiﬁ 200mg B it
{HHE— SIS (5 H >200mg ) MR, (AE=> 50kg
S FE P IR0 10 LT M 3 ( CLCR < 30ml/ 5741 )
JEAIN BT, A SR A 7 1 250mg/ Ho 17
RO R A R IR R AR, SR AT SRR R AE R
JH 100mg B 4HF i, SR A K 50mg. f3H K
SR 55 XTI PRI CLog < 30ml/min ) HAATE < 50kg
1 5 ANZAR T BT ER A, AR oG ) R AIE 259% . 5 %2
BT R, A IR T 45 05 E RN A L
50% 43R H . T2 s ;B I L, DRl
I EENM%/'\ H AT ag 2 BRI =4 (BA R A
HEEME ) B

BFIhAESZ IR

BRI REZ A ﬁiﬁ> 50kg 1 LI KRN R
TR e i 7 A 300mg/ H

ST 1 P IIAEZ B0 3% , R N B AR
TEMRT = 50kg [T AR RS T, AT R 25T 200mg 161
ik, AR BRI T E— L AR IR R (> 200mg/ H )
HT RN, (EIRTE < 50kg A2 28 1 REFF DD RESZ AR 1Y &
FHr, BRI R 25 9%, RAETEENFIIREZ A b
WINRIE B % (S0 [ 2R ] ) |, L
MFGY TR AR T A RER KU I, A RBLA T 5 TR i
JRNALIE R E L Ve, T RETT SRR Ik, [ R AT
fEM%*%%ﬁﬁ/ﬁzﬂF/Mﬂ?’é‘fﬁ’]?ﬂbﬁ“f*/ﬂo

ﬂiuu?ﬁr#ﬁ%ﬁﬁﬁ BRI TERFLEI )R 30 2 60 434
AEHAEREE et TR Il AT AR 15 43h . S0
il >200mg 15 (Bl >400mg/ Fi ) |, i 1 R it il A B
T30 434l - ,

AR KA 2Y AT LU — R, dnT LU 0.9% &
PEEESIR . 5% WA BT SR LM TS O TR R

45 0.9% FJACHTESR, 5% %%’ﬂ*ﬁﬁ?ﬁ%zﬂ&%
WEINIIR GG, fAF R RIS, B AR A
zlsmn’JJ/ﬁfT e BUAR S LA {2 ﬁmt&i
/24 NI

A A EARTE SR SN AR ARG .

Ak A S S BSORE P s , SE2IE AR AR
PR, fIﬁ):@é)ﬂnﬁ’Ji%S(& Lo

DR YO T RES 20 shad 28 08 By 245 S LA,
E’r [, IE 3 ] AE K PR (I £ it

A MRS I 2, AHETE TP IR VTR YT
2 ul’d@h%?' i) e ZE RS A e 2 AT L P

[1] E 5 G288 P A AS BLUSURE o
[2] 2 WA E AN KL R A

[3] TFRCHEBFTE R 5 A R

[4] SRR 2 AR SR AN RSB o

HEMNA R R AR
AR AT LR A DG PR BB AE . m] A% AR

5PR I‘El%ﬁikfﬁaémrﬁ)xr“(ﬁJaDFE—E%%IE% IR
CENGE ) o AEWEETRIT IR T, MR A T it
Ir{%if*??rl&ﬁmiié$rmu 200mg ., 400mg Fil 600mg
AR LRI 0.7% . 0% 0.5% 1 0%, XLERT
FEHRIZER 1Bk L 11 B3 %8 1 LM . LA L5
JAZE I, it ad AR SRS B TTRE I TIT B 5 % 4%
SR, TERTIEU S | P R T ARG L2y
SIS, R Vb 4L R T V4L PR () ) AT

k?‘f«i‘f*#ﬁé

TEBEATRIT IR R AV, BB, H
TEFRSZ A n—944 VLRI n=364 AT HORRAT I 2 ],
BRI, 50 0.1% 5 03%, (EXRIEIb SR
T4 SRR AT LU B 25 36T i R, 7/444 1]
(1.6% ) (0% VDI i B 1/442 1) (0.2% ) K 16T
ZRANA B HIR 2R ) )

S PRI T AR D B 5 4 ATE SR
TIN5 208 h et s Bl

IHERERE

TEZ i 6T WO 156 23 R ) BN B3 10 2 R X
b, ORI TS RERIN S0, UL B2 1 &
3 i I RO BTRG 254 . AR RIT AL R R ALT T
Ff?riz 3 x ULN [ #H 0.7% (7/935 ) , 2RI 0%

0/356 )

fiﬁ%ﬁbhﬁfvﬂ%{ IT I R 2 AR
B0 7RI TR FERIZN Y 2 AR SRR IR 1Y 2510 52 137
XL ST (RIS S, A0 — IR I I 2, HLAT
gg;gfﬁa%ﬁ 5% Ro WIRAREER Z AR B AU,

JLEANE

E;r%*ﬁm“@iﬂm (200 [IERIRS ] ) FIFRCHERT
F8 (n=408) 1, RPN NEIRIT T 4 2 KL EJL
BN, R & WRES ﬁﬁﬁk*%giunﬁtéﬁHﬁéﬁ
Fli Rt T BEAE AR RSB ( PR | ﬂLﬂﬂﬂtﬁ'!ﬁ) T4 48
LA B A A R (S . KA B HRR |
R RSAHAT )« BIAR (157%) | ﬂl_ﬂi(147%) 5
FERE(14.0% ) Sk 5 (13.5% ) KA 13.0% ) R 7.8% ) |
BHWER (5.9%) . WK (4.7%) . W (2.7%) FMSEHE
0 (L7%) .

ST 67.8% BEHLIESZ R 0 e (V) 345 1 58.1% BifibL
LR RF G T 201 BRI

38 1F AchenbachCBCL I BRIEF [a] 30 47 4 . A
G TIRE, sl & AT LRI A ARt B, BT
ﬁl‘iﬁﬁm”%d?*ﬂtﬂjcﬁi RVES Vil

EXT#% YOS R SPGB T LAY S 2530 T

7%:&

WHTh, EEEH (= 65%) SRV R
PRMT-5/NT 65 2 MBFANDL, (BB DR ik
18] JE TS FETR 2E %00 T 2257 = 5% BRI B4
SRR IAE AR L, B AR T A 1.0 EA G
AL T HE Py i S, AT SR T L VDA 3R
RN 4.8% (3/62) , MFAFFMAERE R 1.6% (6/382) .
EAEBE PRI PR R 525500 21.0%( 13/62 ),

MR AT B o 9.29% (35/382) . BAF ¥ SHUF
R AT FR A 2 I ) 2 2 S 5 BT HE AL
BURRRNENRE
AR LS, %IUT R R EREE,
XA LARFEE DS i £ 3K i / AU P 2R Bl A B
i%%@r\ljn@?&%%%, %?&%Eﬂuﬁ =Y

XA AT RS Y AR i T — SRR B A
EUHIA TR I3 by 2 A SR A A5
[T ]
BRERMIT
iﬁﬁﬁhﬁwéﬁmzﬂﬁ RAE Y A, R
ﬁm AT R HUIEZS PGB t@ﬂﬁ%ﬁ%
X%éﬂ‘)’]ﬂiﬂﬁl AT AR T W KU A /MR, 3%
UL A 0, HLIA KA AE o8 2 HERR R 5 Ve
w&m%mw%oEﬂ,m%m%%&%ﬁﬁ%%fmﬁ
FINE S, RS TIE MR . MR E (EE
IOHRJE A ), AR A R ﬂﬁﬁ%ﬂ% R R E
S (B0 [ RRRR] ) .
'L‘E*D'L‘m'fg-\-r
I AT P 45 39 ff P %5 VM s 1 B3 ik AR DG 7y
PRM%L& At BT T A T AEB R 3 U I I 1Y
AR E A O 2 ] BT B CNER 0L
B/ RESE GO S AL O MRS B B 4 T R )
M8 s BRI NEG S0 254 (AsHto w2l
AN S BEL R RS O 24 ) IR IR (B [ 24
MEIEA] ) DIEEFEE,
A TR, 45BN E R T 400me/ [
Zm&ﬂ%#%&ﬁ%mﬁﬁkk 7 AT O P PV
o W A R KR AR A TR DM, A
ﬁﬁwwm B — G AT 15 535D 150mg hr Vbl
bl | 4 o2 R A SIS FU
TEAS AT IR A6 10 L2 SRR X BR a8, G b B
%?g; ARTEFF RO S0 A L )5 258 v oA by
i
kﬁﬁﬁ%%%*ﬁ%ﬁ%é%%ﬁ%%ﬁ(@%n
PESC LA L1 By 2 A B ) o TEA B0 HR AU I
i, BAE RO R . OBIERLR, fEH
TREBCOHER GBI R T SR SO0
DBBREEFISET
*%FT%L@%%MER(MM JURAEAS | Pk
SORHUN, O, . SkHGE. ) o WRBX
;Eh B EE .

g

A fRRYT AT %IL%E T ] RSN 85 51 22 105 sk e
14 R 1 2% lil I, IR A T BARAS i Y R FE 52 1 2 T
FERH I (50 [IEMJ] ) o

REAEEIL A 59.8 ZERLHY, AT TS AL AL U )
TRAE N H BRI 2 FUEhY 3%,

45 78 JL B i 4 & AE P S5 B0 F Tl —Ife PR R I
KB TERT BE

r‘ﬂiﬁfﬁmf”%P)Eﬁfﬁki&%ﬂé@@ﬁ%ﬁﬁ?ﬁ%ﬁn@
SRIRET A E AR LT Y22 A 2k

IR FIRIENLIL BE 1 RN

ERTE ﬂﬁ:%ﬂhfﬁ*ﬂﬁiﬁ’]nﬁﬁﬁ?i*lﬁ AN
%ﬁﬂf%lé.%zdﬁ)dﬂ‘iﬁ]o PHIL, A5 T%”“

B A AT VA fE T BB, F?iEE%"VﬁJ?FquT/‘ 2

SRIBRAERE ) P

ERRERRREY

P R E PR 2AiE S, AR [ ]
TP TR BB A A i e T BB RS
HIMEAE AR 25 CRYZEME T o] B 15 24 /N,

T RUEE TS &, JFR R B AR & 0
ANSE IV, A3 I8 19 A0 A T 4 (] RV 7
A, BRARAR SR B B R AE 22 5 H B A B0 TE R T 1 Ak
PEF#EAT, BIAE 2°C ~8CRR IR Tl AR E i 24

N
( Ziiil:lwiéﬁqﬂfﬂihik)ﬁ 5D

S R S AR TR 2 AR S H KU
LN URESL L SRR LR ?‘H%ﬁﬁf"{é‘ﬁﬁ@ﬁ’l
FAR, WL R RASE AN B A, e
I R AR 3%, TEBEZIRYT ANEET, Mgﬂzﬂ"ﬁ
%?I;Lmzfﬁ/ig'bﬂ {F'X*Tuﬁ?“ﬁlﬂ/ PGS R
TP I B AR LA 3, A
*%ﬁkﬁﬁ’ﬁmﬁﬂﬁﬁ’ﬁ%%
SRR ENRE B
AT AN BAR AR TS5y . SHITFTE AR X KR
S RAIBRAE, (HAEREAR SRR KO, REMZ &
EPM@?UTEIH::%@ SR [ AEFE] ), AT AERY
7l§uu7r Tﬂ!{)?ﬁﬂﬁlﬁﬁ PBRAEA AT B (AnE)E
134 KT LAV e ) o AR Lot 8%, R
1?éﬂllti7m+1ﬁ7l§uuﬁ’]&}ﬂo

ﬁ
RIS V0 Je A5 23l A B NFLT PR, shi ik
FEoR, BBV R P NG, A
&Jéiﬁi@“ﬁﬂﬁm

FER B B A9 115 545 B (AUC) 292 NI dfi
P (MRHD) RIS 65 Tkt 2 A5, A% 3% fk
%)uwmt?jw@mrmr

4 5 IR LTI % AR E M AT
[z4 z—;ﬂ&u} LT A2 RN B2 0L [H%ftﬁflm]

AR 2

EERE CFIBET 65 % ) AFENR, AMHTE
AR B I A PR, T AR, TR AR IR
S B HEI R AR I AUC KT (S0 BERE )
R HZE] ) o
[ 2 I ]

A AU TR BRI 51 PR A 254 (406
I IE BELA RS BURR 254 ) TS IR, DL R B
BERH ZGYNAIT IR . BRI, I RSS20 40 # A J B
% T VG ok B = £ 624 24 0 1 %t B PR 6] 72
KRR,

EIMR IO EHE

B M RTR, DI VDI % 2R 25 R AR G T i
PERAR, 2 TUASMIF TR W], T R 56 o W5 21 1 1ML
iU ETE Y, B AR 251§ CYP1A2, CYP2B6 Fil
CYP2CY fiff, H AN 23 #) il CYPIAL. CYPIA2, CYP2A6.
CYP2B6, CYP2C8, CYP2C9, CYP2D6 fil CYP2EI fiff, —
WUASMIFTERIT, B UbHEAE A MR 28 PR (15655
RANER LR, CYP2C9. CYP2C19 FIl CYP3A4 REfE AL O-
B A

ARG H R
#%P)Eﬁm%ﬂ i CYP2GLO Fil CYP3A4 IR B
PRI Lo PR BRI (22 FYP3A41b§T

f‘% VA8 253 AR IR 200mg . A H —0%) 19 AUC, {H
BRIAMEA 1Y Cmax BEBETHE (30% ) o #%/f‘ AL
Himg (£ CYP2C19 H1 CYP3A41E1§T #%m&m A2
HHRK 300mg., A H R My2ftan

CYP2C19 i 30 B8 S Hr e (451 40m;'n B H—%)
R R R R LA I R SO E R
CYP2C19 w1 BE I 70 XG0 % 0 e 4 B 58 55 d2t 7= A LA i R
T Al REEAR K

L5 CYP2CO SBACIM IR ({5 i JeUHEmE ) F1 CYP3A4 58
AR Cangr e | BB | FIFEIRTE . SRR )
BIFRITIN, ATRES BRI Ve B A ER AN, e
e IR, RAE PR PR P SIS AR IR L ELR
RIRSMASEE . WTREL % IR

IR sl 2t (U4 ) SRS 3,
ﬁEAﬂPfrhr‘*l&Vﬁ#%P)Eﬁﬁﬁé%z‘%@"émo [, #izu
RSO RA T AT I R

k] )

TEMIAE AR, B VDA B2 R0+ D097l
TN LR P IR B B2 v e ot S v B AS 32 Th 6 Je T
PR, — IR 2GS T2 T Al a2 k], 5
Eiﬂﬁﬁ@wﬁ?ﬁﬁm’lﬁmﬁwﬁﬁﬁiﬁ CAF AP LY PG
R, REWR) BINAITE, R TN 4 B AR
mﬁﬁik%ﬂ}ég*%‘*ﬁ%ﬂ[‘“ﬁT 25% 1 17%.

—TUHE RS T, Rs b 51 Eﬁiﬁ%+’55®"ﬁ@?
AR A 2 ) A8 2% A ELA W PR SCRAH EAR
SEZ R I, 2R AN

HetnZh
AHE PRI W], R VAR 2ot s 1 2514
Zj]ﬁ%o T U 55 = HOSUNICAS 22 % LA W PR3 LA

o

BRI R IF A2, TA%ﬁl‘#{tM\ﬁ’J’Eﬁ
SIS A AT I R S

RIRAR AR VI ﬁ{&l%ﬁ’fﬁﬁmﬁ AHE AR

i, AL REHEBR IR 258 1 50

PV 45 5 R B, N T 15%. BIIAHAR
ﬁﬁ%ﬁﬁﬁ%ﬁﬁ%ﬁuﬁ.EHWEWﬁiﬁﬁ%%
HCMAHEAR
[ 25t ik

I AREEAR

TS R VD e i i R B R 3 3 5
wﬁﬁﬁmﬁ%ﬁ%% BN

AR T 400mg & 800mg 1% V0 Hh B R
R A L TR U e 2R B R B
W&ﬁﬁ% S5t

FEAK T 800mg F 415 19 SR g k42 s %ﬁ
Sl (TSR P A R AR . BRIk )
mmgﬂLm%%Pw TR ek, HR G Th%'%
d&memﬁ LRSS ey A X0N

h%/f‘ e 255 A RS PR 2Y . B Tb 248
ARG T AL 4 B SRR, 6 SN AT RS
Br (S0 [ HR#AZE] ) o
[ £5BiLAERl ]

IIER

B VAR N T BT £ P 0w DTAIL i o 5E
SR (RS AT R, h%m&mﬂ%r&mi@?&
PR 4 A T Y R 0, TR S dod BE A 1 i 2800
fﬂiﬂﬂﬂﬁ#m%ﬂw STy I

HETH

lﬁﬂzs&’f?&

T DML Ames 158 | /NI N ARSI BITE,
RIS BT LRG0 25 S B

Em N

KRG DA TR VDN, R4 2500 15 7= A 1 I3 28 6
it CAUC) i ik s KAfER# ) it (MRHD ) 400mg/ K ff
PSRRI 2 AN, AER BN M s & F7 5k
E2EUSENS 20N

ﬂ&)ﬁﬁ%ﬂ%ﬂ%?%ﬁ%’ﬂié%ﬁ%uéﬁ THEVHE (KR
20, 75, 200mgke/ K, % 6.25, 125, 25meke/ K ), K
KEB (25 S0 A P, (L2 TR A 255 2
FNWTRNFRE BRI RR IR A FSE T BRI
TERBUMZ S, XA | A (R 28 5% i (AUC)
G324 MRHD JF =/ S @ik 2 £ 1 4%,

TEWITALG ], ﬁﬁﬁﬂ:ﬁwﬁ% 7 R IRES 6 K 20
FUIHS 20 R G TRV HE (25, 70, 200mg/kg/ Kk
50, 100 200mgkg/ ) . 5 £ AL LZE 2 (G [F =10
&tt$ﬂ#—?$ﬂﬁiivk¢%o kfﬂ[ﬂft%ﬁﬁﬁér%m)mﬁ?ﬂ

it (7T0mg/kg/ K ) P2 /B BOERAR I R 2 85 it (AUC) 5 MRHD
Eff‘in’h‘%@‘ém*ﬁuo

KT AR 28 11 25 T 0% bk (30, 90,
180mg/kg/ ) TN E R SR A i 24T s (i
AT s . S CALEG ) . — AR, TEINEE
Tﬁk‘ﬂ.‘ﬁii—‘?%ﬁﬁrﬂ:)\%ﬁw&ﬂﬁ%ﬁ KREH

%f&kﬁ’])mr“ﬁ]m?tiﬁ’]ﬂﬁi 3% #FEE (AUC) (KT
MRHD Jif =7}
W%m"% ‘fm #%/f‘ Jie e SR A5 AR -2
(CRMP=2) (— i B2t sl K g i o Ky
ENEU) ﬁﬁ/ﬁfi&o ASHEHERR X A 28 R G0 R B TS AEA
NS

it

INURR B A TR VDM, A5 H—IK , 745 104 JA],
T P Y IR R R (AUC) fe i 20905k 3SR KA
A2 ( MRHD ) 400mg/ KT 7= 555 K2y 1580 3 7%,
ALY AR B o
[é‘:ﬂ:zdw ]

L“
I”

g,g;kg 25 5, 1F i W4 ﬁnﬁtf Cmax, H Iz
(100~800mg ) Ik (50~300mg GeE, Mk ES
SRR B

kil
IIAARLIN 0.6Lkg. HIHVPIES MK (945 & 3%
INF 15%.,

RKist

95% n’mmu‘ﬁ%%ﬂbﬁﬂt%ﬁft PR, 2%
PRI ARSI i AS ¢ 4

%Rmﬁwnﬁi%t/*%ﬁ#%ﬂ iz R (290 40%
MR ), 0 BRI =P CT 30%. JRIET,
Wb 2 AT B b 424 15 20%, {H?‘éﬁ“gﬁf
BRI, (U A (0~29% ) IS, R % 5
T (0.5~2% ) HABACH=H).

ARSMABEEAR s, CYP2C9, CYP2C19 1 CYP3A4 fig
HEAEAL O 22 UL =PI AL, ERAE PR Py s i A
L EEAE IR TR, fE3RARIE (S A hhEtk CYP2C19)
R (BeZ IRENE CYP2C19) Hh L% I 2l
IRB 2 A IEENI UM SR b AE P (A
AR L2 5, IEAh, HHERme (CYP2C19 i) )
ﬁ’]#ﬁﬁﬂf}ﬂﬁﬁ%ﬁ% T Y0 2 13 e P R 2 LA i AR

SCAY AR, R IZIR AR T BN, 3K h 0=
%#% IR e HE 24 i % 7 Eﬁ 1fl. ﬁ%lﬁﬁﬁ 15%. BEHI%
£§1 bﬁiftw&ﬁ Eipl e

h%/"E&‘IE@L%H&HH&%%%%WJTJQ e
BRI o R IR ST UL IR S VRS
R SRS 251 95%, FET/NT 0.5%. 24
DIFRIGEER - S29 79 13 /NN o 2510807777 S T2 1
157J Hlﬁﬂﬂlﬂﬁéf# {5 , 524 A RIS I T 2 S A1

ZREGZ 3RS, KBRS MU | 25T BT R
Eiﬂlﬂ?ﬁé’ﬂ% 2., 200mg S G5 ik AR AT BRI T
BFR 100mg, F H IR RS2 IFS S TR L o

ﬁ%k*%)kgiﬂ’lzﬁ’rtﬂm;

5

i RIS 2 W], P X2 T e ot 3 v 1 1) S 2 A
PR

lﬂmﬂbﬂfn

SRR AR L, R AN P B D REZ R L
DIk AUC 29 T4 i 30% , ) F DIRESZAN R I LR
BHTILAI BRI 29T 60%, 1] Cmax ANZZ R,

LV 375 A7 FHE A 8 B 03 v 025 V0 M o 4 /)T 1T
TOBNTIRITIG , $% U0 AUC Z9FEAIE 50% . PRIILEEAE ML
WOBNTG AN TSR (S0 [ AR ] ) o pse s i
INRESZURAE T, 0= ZHUELACI =P it 55 88 1 T LA
RHEZ MBI, LA B 1 O 25 AR
YT, HAE 24 NREREEMIFSLET i . RIS REZOR
5 32 0 I TR B I I A5 225 AN R,
ﬂﬂﬁmF Iz bﬁif‘%i&ﬁ I

ﬂbx J~

TEAFIEZH (Child— PughB) Z A IR VDL
e BETEE (AUCnorm 297185 50% ) o %585 ik T 43
JE T RTIFIESZ I (9 DR FRERTE. AT iroe 2l
M kT F?ETF%&&% I AUC THES 20%., RAETEE
E%W;bﬂ BE PR P25 2 (B0 1R

H
ZEEE (FHEIT 655 )

TE—TE AT AR Tt (24 4 1] >75 5 18 & )
MRFFE . o AUC 435124 8 4552 93 1 30% M 50%., 7
SYEA R TR R R, (KT AR 22 54y 26% F
23%., IFUREE 3 58 55 128 SEPERE I BT B AR 2R
B DI P RETE B R e )
A — R ZE0d I, B R B 2 R R e 1 F

?%'ﬁ [ m&m; 1)s

JLE

E#Iﬁwdizﬁﬁz‘jm%éﬁmﬂfﬂ, WE TRV L
W AR . ST B A U — 4 R 5
X BEBAHLIETE A =I5 ICPERTIE R 414 45 6 H G2 17 %

U0 284 T R BF 3R A 10 il 25 e . IR B 1
JHE R A LK 2~17 8me/kg/ H, 4 HIRFIPIR . A TR T
= 50kg (9JLE, 4 H IR EAR ) 600mg.

Xif TR 20kg, 30kg Fl S0kg MY ILTE M7, LR Y

ML 35 B %5004 1.041/h, 1.321/h Al 1.86L/h, FHILZ T,
X PRI T0kg IO, IHEIFERE 1.921/h,

[ ] 250, 25°CLL FAE )

[ A% ] PO BED IS VR SRR H‘ﬁﬂﬁ}ﬂﬁ)’ﬁ%ﬁﬁém
TR T HAR M %E . Pk FMTRMA G, 135/
10 3/ .

[ A0 ] 24 41

[ AT bR ] I 52 24 W B 4 B R 24 1 0 A o0 4
YBH00842024

[ fitaf St | 240 H20243114

[ 9fh BalivEnTREAT A

SRR IARBAER 2 A PR H

TEMHbAE : TR R A R KA TIX
mmm 255000

FLESD : 0533-2166666

fLEL: 0533-2184991

JA4E : www.xhzy.com

[ Al ] )

Al AR LY AT B

AEPERbAE : IPE AR KR Z 5 AR TE & X5 — BE 24l X
mmm 037010

ALEED: 0352-5375422

fLEL 0352-5375455

J&4E: www.pudepharma.com

I'?"L:u o Eﬁ%'l«A

945

Wwfoym

P VPSR UL 20ml:0.2¢g
ARG 130%385mm

THHFABATIERS , JTCRZEFIIE, en]LLbE 2 nlinS BRI RS ,

DY 2T )N I S B A ) L1 B3 o O

ARATHRBEDFHEMIELH



