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R T 28 A5 2 AT BRAR P 0 S, R HCRF AN IR R 2R (A Bl
T IEHEAE K

St BEARIE i 1 R TG AR L H U A (14 mg) ¥BITJE 5 A H I
ALT =15 ULN 32 {00, FEHIEE . B A BasT 5 A, ER A K E
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FER AN T IS AL TR T b, FESS B R U, AT f R N HERE 77 &
(MHRD) 14 mg/HWIMHFEFE (AUC) I, i &L O iRY 25 0] 5] S0 F1 iR
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B KT NFL AR TS AR RS R S FExt ) Ll 7 e R il A idls « ik
i N R VA /9= s N I 1 ol 2L S VA i cE R e W T b e N
FEARR RN, B, o B TER S A a7 1] A LI L
3. ARAEFRINEMBHE
S R s U

B LT UG A RS IR T B S HEBR PR 22 AT RE o AnTE VR T IR R AR IR
Zo e AL, Bt R S RE AR S A O DA F ] IR,
HEBRAE T & [Za RAEZ A1 FE) .
P
1ok

ER




B LOPEAE IR P R S AU P IS RS P A 280 T 2 e o e LA R R ST UG
Fr, NGRSl RS i, B A UE SR S UG I R IR AR T 0.02 mg / L (0.02
meg/mL) .

HE PRI B e 2oV AT I S BR AR Y o A FH A 2R 2 T, B &RE
SRR ST R ) M2 BEAR T 0.02 mg /L (0.02meg/mL) (W, [yEEFHI ] ik
HERRET) .
51t

FEN SSRGS I 245 ST IRURE o AR IR RREE A5 B0 iy ) L3 1 XU TP A i3k
ATENIWTTE . N T R VT REIRATART AT BE PR XU, ANV 25 A 6 110 55 R L A P e
A5 SR R RE A8 it o ARG 2E 8 O T8 M I A5 LA AR SRS, B AT sk
THERFRET, B S5 BUE SR L UL LR /N T 0.02 mg / L (0.02 meg / mL)
L [ IEHERET)

NEAE

RE L FRUE 2 24 R I DK BRI A B B8 D03 BT S I o U 5% 81 B 2 R T4
> (W CZG3EREY ) o RSz sie o NRAEBE R 70 B RE I I 0 PRAG .
[JLEAZ]

KEHAER T 10 2 KA ) LE R R G 2 K AEaEA, 78 W D& RAE]T
[RHEAEY, [ARKMNMY, [EEFWY K& UK o HARHE R L5
FGAE 10 & LR ) LB A i) 22 A AN Rtk

[(ZFERZ]
RS I P IR R AT TE R RN 65 % L EZ N
(Yt EAER ]

S G A CYP2CS SRR

RESL IR A 1A 9 CYP2CS (R4l 77 o 76 AR FI AR SL UKy 1 &3 v, 48 CYP2C8
RUFHIZY) (BN IE . WA FIER . BRsHI25 . DHREHIED HIREE T et
XX e B AT IR, JFARIE R B EL CYP2Cs R HIERE 25 I (I
CIRARZGEE] D .
REAL U T SRR I S

Re LG NE S AR I, H TR L RUIR R e A W R B b oA A L
(INR) FEAKL) 25%, PR HEAT D) I INR.




YR N R et I 2 2 (1 5

RF L B Py R R A R P AR 7 e v 2 P 1) 4 By B R S N o o T SRR SL U
BEH 2 2 i R B, T H R (W DIRRZET D .
ST B P X CYP1A2 I 5

RESLRIE AT RE SRR N CYPLA2 55155, fEMRARE LK EE ), &
CYP1A2 AR 25 (IR w3, FESPEYT . 2Rk, L)) MZEEnhe
BRAR . X ix e SR EAT I, AR 75 B2 CYP1A2 R £ BE 2 M i 771 =
L CIRRZEET D .
eI A XA LI B8 2 8 3 (OAT3) JRMII RN

RS RURTE A YA OAT3 [¥EE . 7E AR A4 LU M 58, v OAT3 ik
YIRIZ5) (Blinskfaseis. VERKE T MW R, H8H % G, BligsF. BRIEEK,
FRERS . 32 08 ) (MEEE TTRERY N, XX e BB HEAT M, JFHR A 75 B 3
N OAT3 R FEREZ 7 & (I DIRIRZ53] )
LI k) BCRP AT LI B #2322 )k B1 A1 B3 (OATP1B1/1B3) K]
Al

5L U P9 40 BCRP AT OATPIB1/1B3 6P o o B 4 37 i 1) 26
#, HETAT IR E AN 10mg BR— K. % T HAth BCRP &Y (K4
D) A OATP K 254 (Flan, FZEe . FEF) , JoH 2 HMG-Co i&
JEBEINEIF] PRyl AR HIA . HARMMIT . B SIS FIEAR AT , M
% R PR CIX L2 )&, I H 2 B8 IR R AR SL U, 2% U0 e I 2414 2 i Y
IMAARLEARER (L DERZE]T D .
[ZiYidE]

0k T NSRS F 2 B el rh B 200 (i e 32 10 B H A R S 3
ff& 70 mg F Kk 14 KB, 52 PE R4

A SR R A IR R R S F 2 B R, R IR B R IR e BE T, LA
EIEERE (WL (252 ] M DEZEFI) IEERER)
[mRZ5# ]
R S1#

RE L B 2 SR KRR (1 R B MR, SR FOKRFLE A P IR 3 M SRR T Re A
L. TEHETEFRE, HFSLIUE A AR KRS 7 A2 1R AR S7 98U I 245 % B2 51 L 2R AL




FEAE R S N2 R EARE B b, FE TR L mUR MR R i3, 48 7
HEFIEM 7mg M 14 mg FFIE, A7 e 202908 18 KA1 19 Ko HEL 3 A
H I B 73 s BRI . 45 TEEFIER 7mg Al 14 mg J I, AUC &M
RATHEZ N 30.

The

AR R S UM o g K L 247 9R P P A I ) 2 IR 24 /5 1-4 /NS

E PR R SL AR B 2580 70 2 To I PR AR SRR
At

T IG5 MR EAT Z8E (599%) , FHHEZ LM . Bk E bk
(V) S FRAERIE 11 Lo
A

P L BN 2 ML PR WU 2 P 3 BEAE IR 43 o e L UK (1 S AR 1 2 A
PRI KM, IRESAR R A . IR IR AL N- Ak LS R

S

TH R

R T FRUE (9 ok 3 S S B IR R 2 2 DA R B AR B A e . 21
REE, MARIZPH 60.1%81d 345 (37.5%) FIJR (22.6%) HEME. {825k
i B B NN Y BR AR R, 7T 22 (IR 23.1% (2 BOmIL 3608 o BIREE ke 26 )5
RESL AU A A BB BRF 0 30.5 mL/h.
ZiAE HAE S

R ST GRS BE A €0 2 P45 0 B85 B 2 PR S A L Bl A Y
RESL IR 70 AR 2 WV TE R -
o CYP2C8 JEW

IR FH B A2 0 B PR ST AR B 0.25 mg B AR FI 28 )5, B IE 51125 Crnax
M AUC BRI (ORIFFZEERK 1.7 1 2.4 £5) , RBPRLHEIEEAN 2
CYP2CS8 (il . AH ELAE FH IR BE 7 Bk 51 4% D HERE R B B iy (O L2404
LER(EAED ID
o CYPIA2 Y

R U R R B 25 J5  WINHE LR 1) 3F 38 Cunax F1 AUC 2355038020 18%F1 55%
FUVRE ST R AEAR A AT REE CYPIA2 (555 S (L [Z5AHEAE ] D




o OAT3 &Y
W ST ST, AR B Comax A AUC 3901 (53 51T 28 JR S 10

1.43 50 1.54 £, RUPRFSLEILAER N AP E TH#izEH 3 (0AT3) 1

R WL DA EAERT D

e BCRP #OATPIBI1/IB3 J&¥)

LI E R A)E, HEPARATT (735 Cmax 1 AUC 38011 (o3 T 5 S5 5K
(17 2.65 £ 0 2.51 ff5) , RERE LG & BCRP #iz S A LI E 712 2 Ik
1B1 1 1B3 (OATPIBI/1B3) [##lhl7) (W [25AH BEAEH]T O .

o [IJlRiEEZ24
FL K E GGG, PMERERI Y Crma Ml AUCo24 (43 5T 2 JE R 1.58

HT1.54 £%) AL BRAE Z2BR 19°F34) Cmax A1 AUCo-24 (35 FF 2 JERA 1.33 A1 1.41

i) B O [ EAER] D .

o LA ZARMBET (CYP2B6 KD  BRiAMES (CYP3A4 JEHD)
S-AEIEM (CYP2CY JEW) « BLSERIME (CYP2C19 KA FZEFEI /K (CYP2D6
JEYD R T1%

oA 2P0 5 S UK e RV HE S

o BRI CYP MEIEEHEAFETY: FIAEVXHESLHUE 1 24830 )1 580 5 .

Rk N\ B

o ity
0 PR R o P45 060 65 S U 1) 24 AR 7 2 50 ) o 1o A A B B JH40 40

F VR R 2R 0 L TARY . DESSEI) R UF S5

BSEEED IDIR

A

o H
W B RS IRE K 24K A e OO R s A D .
o [ty
FEREAR M, 5L, M RTE SRR T 23%.
o A7

LT RARZABN J15 08, A (907121 A e [ D) FREEE I (1,648
/1,687 N NEINZR AN B EE AL, BTN i [ B ) AUC 0-24)ss
B L E R N OIIE & 51.5% o 5 57 UIEAE — S NP Y0 AN A [N Hp 2% 55 e 1



w1, TRESE BT AN & BCRP MR 2 A I AU . BT 557 BDR16019
fgh SRR, BFAE A BRI 152231142 SR B H 2 MR L B M fa S R E (L
AUCo-2485+ Cmaxss 1 Cminss F75) Hoy#iE. Bk, #EANSIEEMA PK Z57
(1) JE R AT BE AN REVAR T rs2231142 (1) BCRP 2R 2 &M, MYIEEIAERE. W
AN PR AR 2 rHRe ST R 1) 22 A VEARRAE — B
o JLENF

RE>40kg MJLEEE, 14mg & H—IGTT, RRSHEREEZMARLS
207 IRIT N B L B (1 2 e = Va B

RE<40 kg 1)) LE B, 7mg & H — AT GETAG R I R R A,
HAARRBEEIERT 14 mg B H—U0RTT RN B oW 52 3 1) 2 e S VE N .

WA B PRSI B B B AT m AR et , SAERA MS BB il 4¢3
fr4h R — 5.

73700 |

A

VUTBENL . XTHE S XUE I RIS 1 47 SLIRE v 7 5 R 22 R VERE AT &
TR

WAL 12— TS 2 R0 R 5, 76 1k 58 2 R B 22 R AR ARE 1) 58 o
5 TR HBRH — L m G A 7 mg A 14 mg A0k 26 DN HE L. TR E
RBEWHILNZ RKIEAGE, RIWHIGRE R, A B ot R,
FER AT 1 Fh B2 1 IRE R, BEEEIRRHT 2 Fh 28 2 k8
Ko ZIREZRD 4 NAREZT B THRERTBAEFNGIFATI 6 4 H A RE
I A A FoAth 22 R PEREALE (2500 T, TERFE ST IR A e VR IR R 2R 2454 72
FRGEHAIA] B 12 A B2 2 108 Ji LA R PR GE R G AT T 4 S5 VA o TESRTE R |
5524, 48, 72 LA K 108 W4T T MRIAG 7 . FEEA SURENE KZE (ARR) .

TEREFT 1 R, 1088 il & BB/ Bl 8252 7 mg (n=366) B 14 mg (n=359)
(RrRe Sz Uk P B BB R (n=363) o NIERT , SZ ik § IR BIR DL IT 4 53R (EDSS)
Wr<5.5. BFEIFHER N 38 L, PR A 54, LN EDSS
N 2.7, it 1% EF R B RGN Z RN (RRMS) , 9% &S
i R 2 VR PR R . 7 mg REST AR P 14 mg ST R 22 I 5 S
BPRITIHE 23 B8 635 Ky 627 K5 631 Ko Tmg FF ML 14 mg F5 57 B



Jv A2 B 20 58 ORI AL IR I I B 3 EL BN 75%. T3% 1 T1%.

SE2 BRI B E AL, B2 7 mg B 14 mg RELHE IR I B
H ARR G R E N (LR 2) o EIRIEMR. ERA. BEAE 2 R IEREL
TETT LA R 2R 5 S s R A 4L, 3R 3 ARR HEBL— 8501 R %

BRI, 108 JER, HrmlE s 14 mg 4B ELL 12 Ji iR R S:
HEFR A RS GEIRINE:, JE28] EDSS < 5.5 AHHIXT T3R80 1 /45
S FELE ] EDSS> 5.5 AN T3 26180 0.5 /55D B G iH 2= USSR (I
FK2HE D .

WEFL 1 VPG TR L w2 MR R (MRD AR 520, A4S T2
ik AT R TURE S Wikt . 5RBFIHAML, 7mg M 14 mg R 7 58& 4
T A L AR B2 AR A W] R B/ o PRANRRSZIRUIE v 77 B 2E I 8 B T1 AL
FRGAELIG SR A B B B RS (R 2) .

x2 WA 1 HEAKM MRI 2R
FOLREE R RRLEEA TR

7mg 14 mg N=363
N=365 N=358
PR 2% R
FHEKF 0.370 0.369 0.539
(p= (p=
0.0002) 0.0005)
HEXF RS B A 31% 31%
55108 AR KM EE A 53.7% 56.5% 45.6%
55 108 J I Bl et Jig 1) £ 1 a0 21.7% 20.2% 27.3%
(p= (p=0.028)
0.084)
P 0.76 0.70
MRI % 55
55108 JFARHHAL SR T (mL) HHEZR 0.755 0.345 1.127
AR 4L, (p= (p=
0.0317) 2 0.0003) 2
B T AL SR T1 w8 H 0.570 0.261 1.331

(p< (p<




R RLRER BRI

7mg 14 mg N=363
N=365 N=358
0.0001) 0.0001)

U I B ARAL . T2 A1 T1ARAE S AR, B4 mL
2 p (B FE T3 Sk AR AR P 37 5 AR B e e

A 1-2 5t R (B RF4E 12 A /Y Kaplan-Meier BH2R (BFR 1)

01—
——  Tmg B
—  14mg ¥ LI
30 1
(27.3%)
) (21.7%)
: (20.2%)*
i
#H
K
i
B
~ 101 :
o i *14mg vs. R, p<0.05
R | |
jlj\—.’

0 4
0 12 24 36 48 60 72 84 96 108
bk
SFREFHIAL 363 336 306 279 258 242 224 211 200 160
SR 365 343 309 290 266 252 238 234 224 178
7 mg 5 A 358 329 302 285 262 251 234 227 217 175
1A amm e B O A

WEFE 2 A —TUOE « BRI IR R, 7828 A 2 R MERE A AE = P
lRF LG R 7 mg AURF LSRG R 14 mg B H — KGRI EKIE 40 MK E
REBBEYASWNZ KN, RILH R R IGRIERE, ElAEr 1 FhEd
2P 1 IR, BE AR AT 2 2/ & ) 2 IRB K . R B 7E#E 5
Al 28 /0 = A H SO 52 ARAT 22 5 MR AE 24540, 1k 36 300 e B A o VR 2R 24
Yoo Gkt AERR 12 8 H 258 i 7C LA SE R R AT M 2 S vl .
5 /E ARR.



A 1165 BEE 2 T LT Tmg (n=407) . 453575 )T 14mg (n
=370) BT (n=388) . BEFIEM A 38 5, PP 54, FRLm 1Y
EDSS 4 2.7, 3k 98% 1) & I B R SR 2 R VEREALRE, 2% B 2 it
JE L MR AE R . RS 7 mg BT EREF 14 mg R R T 1
IEST RFEEI (R 43 308 552, 567 A1 571 Ko FESLHNE R 7 mg. FFZ#M& A 14 mg
M2z TR 5 T e iR 7 B B85 20 L2 N 67% 66% A1 68%.

S R ARG, B2 U 7 me BT U 14 mg (158
HFH ARR 4T 8 L RERAL (W3R 3) o EZBIEEN . FH., M2k
VERE AL VA IT DA R SRR i i M R A 2 e, R 0 ARR HE— S50 TR .

52 RAAME, 108 AR, ReZaEH 14 mg HEEES: 12 AR KL
R IO KU G BRI, L2 0] EDSS < 5.5 RHHIRTFIER &80 1 445
B EDSS> 5.5 B AR T IE LR8I0 0.5 20D AL s UM B E R (L
EKIME2 .

®3. HR2HERKER
FOLRERR  RRLEERR TR

7mg 14 mg N=388
N=407 N=370
IR R
FUERF 0.389 0.319 0.501
(p= (p=
0.0183) 0.0001)
EXT XU B A1 22% 36%
55 108 JAIF AR K 1) 3 A o b 58.2% 57.1% 46.8%
55 108 JAl I B ot J 1) S B b 21.1% 15.8% 19.7%
(p= (p=10.044)
0.762)

XU B 0.96 0.69




A 2-ZE it R [ FFEE 12 A K Kaplan-Meier B2k (BFF 2)

40—

_ Tmg BRI
14mg R L%
30 1
$ (21.1%)
n\é 201 (19.7%)
E (15.8%)*
R
]@
= 10
i
*14mg vs. Z B, p<0.05
0- T T T T T T T T T T
0 12 24 36 48 60 72 84 96 108
JA%
S SV SLTPN 388 354 325 295 271 241 195 156 128 83
SR 406 375 337 314 286 248 202 163 114 77
7 me M ST 370 340 310 286 267 245 211 162 124 87

W5t EFC6049/TEMSO (A 7 HUIE 2 A AMEREAL LIk 24) MY e 22 4=k
WA IR 25 5 CEAR R AR TT RRSERT A1 29° 5 4F, iRy T RESERT (R £9°8
8.5 ) R ENAEATH AT 22 R AE R .

WHFE 3 Je—TURE « 22 BRI IR RS0, 78 1R 8 52 R 2 R MG IE 1) £
PG T H IR — R SLIRIE R 7 mg 5K 14 mg KA 108 FRE L. R
BETEREHULI 90 RNKRAES Sk B BEH — S0 8 —RIkKF44, IHEAZ K
VEREALSERFAER) 2 A

ELZANEAED 3mm K T2 Wkk. AT 614 Bl B # B2 TR HEIL R 7
mg (n=203) . ¥ LA 14mg (n=214) BZEH (n=197) . BEHEFHFE
Wy 32 %, EDSS FEI y 1.7, “FERRE 2 D H . 5REFIH (61.7%) L,
TERESLH NG F Tmg 2H (70.5%, p <0.05) FURESZ &L H 14mg 4 (72.2%, p <0.05)
i, TEE IR B L

RESL UG R X MRI I SR ¢ 4 (RUERA B R A2 R M0 &



HIIBEHL. DE .« ZEFIG IR FERAI. T4, L. A
JSPFUGIG 6 . 12 JA. 18 JA. 24 JA. 30 FAI 36 Hit47 MRI. 344 179 ¥
W BN BCRIRF S LG - Tmg (n=61)  FFLsfZ A 14 mg (n=57) B
(n=61) o FEENOGIFESIRITHP R — 80 EEL SR IRTT IR
R13E 3 M99 L /MRT 4135 10 P 3550 78 36 JA (¥1ia 7 JATR, 5 2 4 AE L (2.69),
RESLIRE T Tmg 2 (1.06) FIRESLHUE R 14mg 2H (0.98) HURHE 2 LR AL ¥
PRIEIRAR, HYWEEgMHEEEER (5108 p=0.0234 F1 p=0.0052) -
JLE (10-17 3)

5% EFC11759/TERIKIDS /& —IIfE 10-17 & B R EMA MS L £ # it
ITHIE RS XS ZRIFSIRET T, PP TR L GRS & DAk 2040 2 T 1%
N 14 mg FIEMRER) BHIRGHKIE 96 Ji, B NHBIRZH. BrA &
FEGFAT 1 N RDER 1R 2 FAERDER 2 IR TERER BT
P, ZJEHE 24 BT IR, HEFR AR, JFERERNE RN v RIS
BEAT VRO . IR A MRI SBOmig sl GESE 2 im0 5 abH kel
FEORI¥ T2 Wikl BEAE 96 JH T NIF R, A IRESZIE TR YT . &
TLLE R BB 5 BRI R B R BT TR 28 O A I R R B MR ik
TGS RE (LA R AR HED (R () FilsE SORBURYE S i, RO AL HE G BEAk i
T TR 3T e AR MIRT 5 A 77 T 6 25 1 -

A 166 B DL 2:1 BIEEBIBENIRE 2R L (n = 109) BUZZE ) (n =
57) 1697 . N, BEFLEE K EDSS Wor<5.5; “FIERA 14.6 & Ik E
N 58.1kg: BiLW LURIISFEIHAEN 1.4 45, FLLRFHEX MR FH5 T4 T1 Gd
SESRTIEECH 3.9 MWtk FrE BEAEREMILMS, HLLmdifr EDSS 1
53N 150 RIEFIALI IR TT FrEE T 164 362 K, FRILHIE4 N 488 K. [l MRI
1R 51 FEE U e NI T8O 28 SR (R 4002 e T T, L 22 R0 20 L ARe S
AN EATE R C BRI 26%, R AL 13%) .

5 ARG, R AU AN R B R R BEAC T 34%, RIER| Gt & 1T

(p=029) (F4) . FEWE BB, S5ZRFIME, R mAE
IRE KB MR S5 G 3 BE G IR B AIK T 43%, 1A BIgeit 2 B33 (p =
0.04) (4 .

RF L AT R OCR (RRT R A I T2 ik R > T 55% (p =



0.0006) C[AIAAZIESELR T2 tF IS G0 HT: 34%, p=0.0446) , {HEERITH
RIELIG 9% T1 Wikt g B> T 75% (p<0.0001) (K 4)



# 4. EFC11759/TERIKIDS {5 A1 MRI 4 8

EFC11759 ITT A& EERVA N R
(N=109) (N=57)
PR 2% R

ZHHNGRE R I TE, 25 96 BN E R | 0.39 (0.29, 0.53 (0.36,

2% (95% CD 0.48) 0.68)

48 SN R K HIMF (95% CID 0.30 (0.21, 0.39 (0.30,
0.39) 0.52)

R EE (95% CD 0.66 (0.39, 1.11) »

F 9 AR PR B & B MR i3 55 7 29 B [ B 1) 0.51 (0.41, 0.72 (0.58,

5596 JA RS2 R BUMRI =50 1 20 B2 R 2. (95% 0.60) 0.82)

CD

F48 A K ZEMRI E 5% 50 IR (95% | 0.38 (0.29, 0.56 (0.42,

cn 0.47) 0.68)

AR (95% CD 0.57 (0.37, 0.87) *

X4t MRI 4 5

R IE 5 BT A B R B T2 s ki, fhiH e (95% | 4.74 (2.12, 10.52 (4.71,

CD 10.57) * 23.50)

Wi (95% CLD , [FRTFCIEZEZE T2 il $09 %7 | 3.57 (1.97, 5.37 (2.84,

I 6.46) 10.16)

FHXT RS (95% CD 0.45 (0.29, 0.71) **

FXSIARE (95% CD [l FCIEZEZ T2 114019 % 0.67 (0.45, 0.99) *

ST AT

K IEJG I T1 Gd ¥5ai k8, fliHE (95% CD 1.90 (0.66, 7.51 (248,
5.49) 22.70)

AER RS (95% CID 0.25 (0.13, 0.51) ***

Ap>0.05, HZEAMEE. *p<0.05, **p<0.001, ***p<0.0001
MER I T Kaplan-Meier ftiiE, 5% 96 AW RIBEITEHR (EOT) .

(258 a2 ]

R — P B BURAE R B Bl 557, wl ] A SIS A, %
Wi —Fh 2 g Sk B BRI o RS2 UK IR 9T 22 R MR RE AL RE PR A DB 1)
AN A, (EFTRERS K B A 28 2 Gt s A itk L A B B b



BEMR
B,

KT RHL I Ames 336 A 4h HPRT G50 A Py B AT e (o (A R AR 1R 56 45
NI o e S7FRURZ R IR CE 40 Ak o Gt i ARG CF BRTC AR NS AL D 45
SR IR DLAD 700N J5 TR e R I R, (H RS AE R I PR
1 R0 45 AT S FH

RS L AR =) 4- =B E28 % (4-TFMA) (1) Ames 4% . #44b
HPRT 56, &SN L) P 20 G (ks A8 1 45 SR N BAPE s AR Iz A gt
PRI AR IR 56 45 A B
HFE R

TR BRAEAC A AT A S R TR 48 1 45 TR LU 1. 3+ 10 mg/kg/H, HoR
EEPIIOMETE R BRASHT, ARNXAEE A REZmT, (H2rh . w&n &2 W 52k
T HIE. IRAEREM (mg/m?) T, HEMKRAEE SRR W FE (1
mg/kg) T A AKHEFERE (MRHD, 14mg/H) .

BEME R B T AC AT S AR IR 6 KA 4 THRAOLHENZ 0.84. 2.6+
8.6 mg/kg/H, HRGAMMEMERRAZH, FraR=n] s RMIGBOLME. B
R PR/ B T . i T I R IR AR EOEE, RIRAE W TR
FIIRAT. $ZAEREH (mgm® i, ZREHEF KT MRHD.

YRR TS B R Z N4 PROSLEIZ 1. 3. 10 mg/kg/H, 7EAR L EHA
BRI KIS, Ay D i R AR 2R R G A WA (32 DA T vl DY JB i B D
FWERR-RAAFFET . FE48 B R BUH A FB BLs 245 0] WX IRAG-Ia A K B A R 5
Mo K SREAG-IRAF K B BEPE RO R W ROSERI & (1 mg/kg/H D B (1 BEAA if 5 5% 85 &
{i&F MRHD It {55 & .

MR T 3 B R A A N4 TRISLENK 1. 3.5 12mg/kg/H, fEfR/NEHAT
R 7 B KSR, 7T D v AR 2R R G A BRI (32 2 S D vl R Y J i B D
FWERR-REAFFET . RARAA-IAAF K B TR AR R B & (1 mg/kg/H D BFREA I
KRFEEMT MRHD H I REE.

KR T SR RN L2811 45 T 5 ST & UK 0054 0.1.0.3.0.6+ 1.0 mg/kg/H
FEAR WA B AR, A7 W AR BRI 22 HRAS A B Bk . w2k
MY (DU ie) AT A R BT . K R = 3 8 B PR AR W BRI & (0.1



mg/kg/H ) BRI 85 #AK T MRHD B (¥ 28 & .

SRR 1 BN A i B M a0, SR K BRI G 7E 4530 B THRe S UL I PR
M3 FEE (AUC) I, nfLIRRR SRS . 78R R AR/ B4l #
WIS, SRECRFEE A MIRESEM:, JF B S8RE (. s, OIERR
M) KRAEZRTE . Fh 7R AMIRIE SR AR I G/ BRI BRI E T, $omifyr 1k
FI5 % & T ERE VLRI R GRsI 2R iy — S AE R .

NARTEERE G 5 Rp ST IR AN SR FOR RS BT 77 A2 B0 45 S 3 L 245 94K 2 90 6l A
il
Bt

/N BRI R BRI 28 AR SO RIS R B I . /N B 1 45 T R L U
95~104 Ji , 715 A i=ii& 12 mg/kg/ H , 75 B i 7 5 I I 2% A e 37 U % 2 5 2 (AUC)
2984 T MRHD BB #2 8211 3 fir. KRE D4 TREOLRI 97~104 JH, FI&E &
ik 4 mg/kg/H, ER IR0 PR B R R (AUC) KT MRHD i )
Rt
LRSI

Y KRT 21 HidZ 70 HigELE 7 A4 04 TR 0.3+ 3+ 6 mg/kg/
K, s TR AT e DiRe (T 4Btk s R, fE IgM Al IgG
WA, mfl o M A A B e AR R ORS TG RD) I
WZAT AR (BRIESIMD o 4R KRR & B IR WEEmi )& 0.3 mg/kg/
K IL 2 # Fe EAR T ) LE AN G D AE7E MRHD FHIRHR .

(5]
30°C LA N RAF
(B3]
28 A/
[(F%0H]
36 M H
[ AT HR#E]
JX20180089
[#LHECS ]
& 2457 HJ20180038  (7mg)



& 2455 HJ20180039  (14mg)
[ ETWHFARE A

% FK: Sanofi-aventis U.S. LLC

VEMHAE: 55 Corporate Drive, Bridgewater, NJ 08807 United States of America
[4=4]

M4 FR: Opella Healthcare International SAS

A A itk 56, Route de Choisy, 60200 Compiégne, France
[HENERRA]

Rk FEEESE (PED BEARA A

bk JEECHTEAME X E RS 112 5 7 2

HEE TS : 100022

FEEE W LG 800 (400) -820-8884

Mk www.sanofi.cn



	【适应症】
	在说明书的其他章节描述了以下严重不良反应：
	● 对呼吸系统的影响（见【注意事项】对呼吸系统的影响）
	采用下列CIOMS频率分级（如适用）：
	非常常见≥10%；常见≥1%且<10%；不常见≥0.1%且<1%；罕见≥0.01%且<0.1%；非常罕见<0.01%，不详（无法通过可用数据估计）。
	表1安慰剂对照试验中的不良反应（发生率≥1%，且特立氟胺7 mg或14 mg组发生率高于安慰剂组≥1%）
	【禁忌】
	【注意事项】
	【孕妇及哺乳期妇女用药】
	育龄女性开始使用特立氟胺治疗之前应排除怀孕可能。如在治疗期间发生怀孕或怀疑怀孕，建议女性患者立即通知医务人员（见【注意事项】胚胎毒性、加速消除程序及【孕妇及哺乳期妇女用药】孕妇）。

