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S FiE: 270.21
Wkl FUME—KEY, FKEN, BAAER, WERA4ER, RTENH (AR , il
NEERSE, WA A TR 7
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AT, BREAAARRAGEKAA,
[H4% ]
7mg, l4mg
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& TRIT AN R B 2 R AR, QFRIR IR LR AR BREMA 2 KRR
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>40 kg RH—K 14 mg

<40 kg fH— 7 mg
REARELE 40 kg DL EAY)LESE NS 14 mg, BH—IK.
WA AT 5 A 5 BRI R .
Qe oy kAR
o TEJTHRRFRESLANE IR IT R, NMEREL 6 AN H NI = B MIH 21 20K 43k . AT
BRI S, BNAEH 2RI — I ALT K, Ffgi e MH (W LEESH
Y FFEEE)
o  JHIGHIRAIRF SR ST, N JG3RE 6 S H AR A iHE (CBC) 454, HR¥ER
GUARMEAGE R — 22 I CBC. (WL LA S S T Y By 8 25/ 7 S A I Y
o JTURMRFHHESLINE AT, SR FH 4% T 3R R B 106 S AL VR0 6 7 e v R 1 2 o Je
g (W DEEEI] B BEROBLEAE e /&g .
o HRIMEAEIT AR LG A 16 yT BT R ER A (L DEREEI] RIaE) .
o JTURMR T HRE SLIE AT RS A LS, AR i R A A R R S T L s T )
iR NAE
45 A
R AN o B AL S8 TE 7R AR N o 1 OR A B R A0 5 S R DA R S AU 1 24
Rah 1% EEBRGEEZEARIH L. L [2E2] . [EEFEI] IEERRER
A s AR Z 3] D
B 45 4%
BE. hEMEEEGRED LR HENE (W URKLGE]T ) .
JLEANEE (10 Z L)
v A A8 P SLRUILAE 10 % DL L A i 22 4 PR A Rk
[(FARRF]
FE Ut B 5 0 A 2 R AR R E A R RN
o JHEME (W [£E2] M LEmFET] HFH
o HBEMNIEAE ARG (W ER ST & 56 RN/ L G2 1))
o BN (W [ZER] M [ESFH] BN
o EEEMKSMN (W LiEFEZEFHIY ™5 BRSOV
o  ZGWI BIFEIEIRAL ARG 2 AN R GEEIR (I DV I 25 B I P 8 1 s 48
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1 2 A R GEEREIR)
o JARMAHE (W [FEEFED] FEREZEHREL)
o METE (W LEEFHM) METHED
o MR ARG (W [FEEFI] XPFIHR RS0 500D

KH R 51 CIOMS i 32 (W& -

AR W>10%: H W>1%H<10%; A% W>0.1%H<1%; FH>0.01%H<0.1%; iF
W N<0.01%, AV GGz e &R AT .

TE 22 B0 FRIG RS0, R L SR B AN RRORL CR AR 28>10% HL G 22 77
HE>2%) FLd. WRREIEERE (ALT) Tha. BE. Bk, Bh. 5580
Wi WA RRBE ALT JHs CRRLENIE R Tmg, $FFLHNE T 14mg 122 BRNG ST 41
AT B3 0N 3.3% 2.6%812.3%)

I RAR I 2 56

1555 22 B BRIV B b, 36 2047 BUIRFRE LG R (EH—IR, 7 mg
5% 14 mg) B E A 997 A B AR R R T 2 R E B3 1) e e N

® 1 ZEFT R P AR RN CRAER=1%, HFFIHI 7 mg 5 14 mg 4R
AR T R H>1%)

R HME R ReLEME R R
7 mg 14 mg (N=997)
ZNEYaA (N=1045) (N=1002)
LI 18% 16% 15%
N BRI T = 13% 15% 9%
JI5s 13% 14% 8%
it & 10% 14% 5%
Tl 8% 11% 7%
BT 8% 9% 7%
KT 8% 6% 5%
WMATHERE 7% 9% 7%
a5k 5% 5% 4%
B3] 5% 5% 4%
e R Ff 9/ iE 4% 6% 2%
Bz 4% 5% 3%
ML 3% 4% 2%
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LA 3% 3% 2%

Fox 3% 3% 2%
RITARRA R & 3% 3% 2%
VLI 3% 2% 2%
B R 2% 2% 1%
V- R B = 2% 2% 1%
(N 2% 2% 1%
W MR P HR AR 2% 2% 1%
ML YLRR W R B T 2% 2% 1%
SE R s 2% 1% 0%
OE 2% 1% 1%
H&gEid% 1% 2% 0%
O M PBERET

EATRTHBEEE T, 1R KL 2600 Bl HE SRR SN B ER M A T, RAE 4 B0 A
PIRAETS, AFE 3 BIRESE, 1901 = g HRE A e i 0 s i B O VRS . EaROa i A
FETRAAEAE X AN B T, FEVRITIFIRSE 1 28 9 4F . iR B AR SL AUk AL O L5
SRR R
A v

FEZ R FIXS IRAE A A, 7 mg REST R F 4L 8/1045 (0.8%) HE Al 14 mg H5 375
&R0 E) 6/1002 (0.6%) B3 EFIZHE) 4/997 (0.4%) FE3 BIVLEHE AR T 2R 264E
THE#EL 100%. XEEFFEE TR, —STmta m A IAE . B T4 U i
JE PRI TG BR T, DRI RR SE R0 7 6 51 S S PR TR P 1 8 e R — T P R e oy
AR I ¥

I ARAREG B2 LG B i T 2R, 18% B IMLiE /K 2/ 0.6
mmol/L WM MLAE, 4252 22BN TT (M523 iz Le Bl 7% 32 R ar ke ia o7 i)
ZAE T, 4% HILIIEHK>0.3 mmol/L {H<0.6 mmol/L MURBEIMAE, #5227
I7 12 A LB 0.8%. BAH AR YT 410 32 3 LIS B 7K F<0.3 mmol/L.
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H 57D F, WEMBN, FOLHIKIEITH 1.8% (2/109) R T IR A I 51,

Horp i 1 R SR BT AT, M BRI T R IR . o TERFARRITTEOR

BB, 2R LRMIR T ) LE A R T 4 2 BIREIR R (1 RS e

EHEM, 51BN REAE T EREA) A E SRR AOR B (EEPERLSRED .

TEIX 3 b, 2 ) B IR 2% S BV P

IR R PR AR L B S R/ e DA R I 7 ke o R T B B T v . B

A BB BERIT R AR E AT (L 4.4 3 LR IERITEWRE .

PR AN RRONTE LB TR o A o5 A0 e T RN T«

o RESLIRIEIRIT AR ERNE ST 53 A 22.0% 0 12.3% 0 2 4R 5 i K

o RENLHNIGIT AN NG IT L A 66.1%F1 45.6% 1) B E G, Hrb, KE
ST FRE A AR A B R I R JE U P AT R A v

o RFILTMRIRIT HA IR ST H o A 5.5% N 0% I i 1R JULRR T R e
(CPKD Thdre KZHUw IS0 55 R B BRAH G .

o RENLHIGIR YT AN NG ST AL A 11.0%M1 1.8% ) B 41 5 I8 it 57 3

o ESLHRUEIARYT A EIFNETT A A 11.0%80 1.8% 1) &35 5 157 .

EHEER
TERE LI LT f5 2 AR, CRfE I FAN R . PRI SEAN [ 8K AN f

ST B NBE E R IR, BT LGV A f T H A 50 1 5 241 2 8 RO AH DR 1k

o IMEMME ARG M/NEIRAE (L U] B BN /T8 1 S R 4]/
)

o HMARGTN: BIRK. dR

o JFHHRW: HWESFHAS (DILD (W [EEFI A5

o I RGHI: MBEU N, L E (R B, W RSN I A (L
CE=w=-211) WEiSATD

o IPURRZ. MIEFIREEER: BRI X PR R SR

o AR NGB : T R SN, AL R AR R IR BEAAEAE R Steven-Johnson
CEAAE (W DRI ™ E D

o W RINAEIE R E NG 2 M R G AR (DRESS) (W, D= F 1] 24 ) Nt
V& R R 2 i 3 22 R R SRR

o BBV G AL LA M R AR s AT R R )
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D E YA AT R S SRV o O

o HEHMMIEE (W LEFEEFEM]Y HEM .

o PREACYERNARAG AT BB 15 T 10 B W8 21 RP LU TR S BB )L OE
BHED AR IR [ E iU A2 A1 O .

o IHRFLHNE . RFOKRFBURE LS A AT B RS o A B U S SE . RN
54 B I RO o ISP K R B B R R O, 9 S I ] R e B A
HE KRB .

o  SORHFUKRFEIEA (W DIRIKZE] D

[FEZFE]

1. st
EtmEERAMEGTNEEFENEERARX BT EGNFRG BIaHESE

MRMREBNRE. REFAHIEEBNEETNRAEMHRESHAYNEEERAARRN,

REFRGORBTRES BTG, ERKSATHIE, TR 8K 4 B IR X AR

5. LEFFURIEITHT, A 2R M AT IR BUILE N 2R A (ALT) K PET ik

HAE EBR (ULND 2 51 83 8 W AN BB 2 R S a7 o o8 B 75 S8 2R P Rr ST

e (I [#=] D .

TE SN Z2 JEL 7R HRARS8  , JR7 () 45 32 RS U T 7 mg A1 14 mg 45 2451 S v
ALT & 7T ULN 3 f5REE 3 61/1045 (5.8%) M1 62/1002 (6.2%) , ZEFIHA
38/997 (3.8%) o XLETFEILR 2 HHHIAEIRTT I — . PHURGIEAT 251500 F K
HBEFE. WARIRE A, e IR ALT ¥& T ULN (13 £, WS
IEH R (W CERFEIY IEE R o 706 R0 2 7 45 25 R sy B e
FRREEE, PHURFETERAN A AR 2 E B 1E K.

RIS P 1 LR EEFF AR R LR UE T (14 mg) Y75 5 N H HILALT &
15 ULN 32 f5 160, FRHILEE .. B ARy 5, 7ER A MR B e LK 5 R ik
IRV BRFE PP G B IR o RS s S TR 7% B b R ReHERR

T U6 R PR ST P i IT R, NFREL 6 S H P IS i R B AN IE 27 3K P 3005 .
IR AR SLam G Ja, Bk H 20 W —k ALT /KF, #7826 M. Reimlia
5 AR R 2R B P 20, N3 R AT — 2D R
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1 F AR AU S LT i U T i CR T 35T ULN (9 3 65, RIS FARE LU o
K PRSI Fia TN, S I S R B IR 2L 3K, JR LR B U Th REAS
PRI, 51 AR B DR ) S s MR | R R PR A mE YRR/ R € AR AR
Ar R SR AU HH R SL U 15 5 R IR0 » 82 45 FHRE S U FRE N I J B AR e (L
BHI) IEERRARRD , R RN R AR, HEWE LR . BRI H A
AT REMBOR E R, AN K AT RERRE LU 5 S R 0T, T LA R S AR S U
1897 .

2. JEfaEHE:

FPIA S R SLI R 4 2, P RE S EUR LG H o« TESALT BT S N FHHERE 7
& (MHRD) 14 mg/H MR LG R TS T, 2R 3P AL ST 78 b R A 5w
MERG-IG)LAET: (L DA A a2 2] O .

TP J AL A 07 A 1Y) B S oM AR R S U (LA B TR D 70 )
IR o ST E o, TR LU 10T 2 AT HER R (L LR
1) o BUER AR LR IR T R LSRR SL NG FIR T I W2 s B A
J7 RO R B A T (L D0 O AL e 25 D o G SR Lot A i R 7%
Fr i PR Z, i (5 PR ST UG VR, A5 AR R LITEE RS, HERAT 2 sy R
FEFP, DMERR S IZ MR AR T 0.02 mg/L (W DiERFEI) IEEBREFR) .

15 PR SL U R J5 . DU 1 8 Lo PSS B 32 25 B T BR AR T o B2 R L
BIT IV B AR S A, e 04 A i T e 32 2 WDVl B e, b e dd i Ay
SLANE B MR AR T 0.02 mg/L. A A F I 5 1 3 N i AW, RS2
THERART, B SRR RE LR 0 2R AR T 0.02 mg/L (W, (24218 KWL 1A 2
FIZ5Y ) o IRIESHYIEE, LU A 2R FEAR T 0.02 mg/L B, Wit H LG LR
S AT REPER /N (LR R Y LE R F IS R 7 (2 SR LR E 25D .
3. RRLERRIIEEBRER

RESLFRNE LI P B 22208 (L DIRIRZGEEY D o WASR & R e,
PTG E 8 AN H I A MR A4 244 0.02 mg/L LR, BT 25Wis A7 e ME 2 57,
A AR T] B TR EACTE 2 SRR INTR] o 45 FH AR ST e IO 2 I TR 38 Rl A5 R s i B A
¥ o AT DA AT SRR P AT I o -

o T 8/NIIEAT 8 g BRI, NI 11 K. WARENZRH 3 IXEHK 8 g %KM
JEFE, WTAH 3 IRAT 4g BRI

L, 271



o 12 /NI RIEPE IR B K 50 g, I 11 K.

A B A BRAR P 2 AR, O HELAYT, B TR B IS AR
HRE ST R LR B

511 REGHRES, Pidh 7 R3] BRI bR s e, RS U R M 25k
B& 98%LA I

N BB RS U R IR T A R R AN B AR R RE 2 OE I o
4. HBERNLAEALE S ARG
‘R

RN R, B2 7 mg A 14 mg AL IRIT IERE, N T HEL, A
i (WBC) THEURZA 459820 15% (FEEZ R PRI A AIpk E 4P , /MR oR
PP EIR> 10%. WBC P Bt b LA RT 6 8, 23R e WBC %0
B o 2R AR IR AT, #5527 mg A1 14 mg $: 37T IEIT R, 900 12%
F16%0H 82 Hr R 40 BT 4< 1.5x109/L, 1 224 LN 7% #:5%Z2 7 mg F1 14
mg i S FNE FIRIT I T, 3B 10%F 12% 0 B Bk B4 i+ $< 0.8x109/L, T
RFNHZ G 6% TERRSLHUE I ETRTH T, SRR ™ A 4 1 40 A s>
RE B, ARTESR SRR BT S T, AR AN Sl 14 4 AL 280 6 sl /> i AR 20 L e =
B4R o MRS S AT REARAE RS (L DIRIRZG3EY D o kA L e
RESL IR IR YT AR ML INRIAE R ], L4 /MR EE B0 T 50,000/mm3 2 UL
Bl FFURE 2R S RIE T RT, MR 6 S H WA ANl i3 (CBC) . MARYEH
A0 1) P AR HE AR AR A — 25
JE L RIS /448 A2 9 s

TG B I B R S TR SR B I AT A B RYRYT o A0S SR I R,
82 7% F& BT A5 4RF ST UG P VBT B I D T BR AR« SEOBTIT A6 16T AT 75 BT PR AL IR 23 A0 X
o A5 HETEFE SRR S AU Py IR B, s 1) R TR 4 SR IR

N LSRR B G R | R O B R R SR G ) R AR SR .
URESL S P I 2500 P REELA VB TE S I, 2 B BURE 5 2By, BN R gL

FERFSL NG BN 2GR IRAR e b, 52T (2.2%) ML, Rearslizfr 7
mg (2.2%) 5% 14 mg (2.7%) 4™ 5 B G R AR I R T 5

EE, 1 BIRFARE LS 14 mg ik 1.7 SE10 3 H BT 28 50 76 7 B SCIMURE B0
ARG, (£ LT AT, B2RFERR S-S BT BUE &Y, THE P 4K
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it Bl 8 5 B0 o X LR 1 22 B g PR BE S B A R TR T R/ B S B T B 52
IR IR (BRI RIBBIRE AN T TCIE A 5 R o 718 A SL U I 8 A s PR
Fort, WA R B R 28 ) PR

A AR SE U AT BRI, SR BN i 0 TR T2 R r e P va
TR, I S5 R 3 B 10 B R X 50 75 2T R SR AR VE A R e ) SR o R AE &
2 07 23 285 SR 5 B ) SR T B SRR SE R T ARV A% 03 IRk G ik P e ST U
Ry 22 AN o 5400 75 2 25 SR S B A ) S0 2 52 AR S RN T T T L 4 BB v = 2
L AEZIRTT .
REHT I

NP I % T 2 B R0 IR AR S RN v BT SSOR e Ak A Im R o R, 2
ANBERERNE L o G0 R ARAEAS FY R SL AN o BRI E RE H, N7% HE B Rr ST RURZ 1) 2 22 30
B .
S

s — LS G S A MR 25 I, S SN R R, G R VR LR AR R 1) X
W o AL UL P ATV RS R S A SR o FEARF SZIRIE v B R T8 TG P A
IR CS G AR PR 1) R T 23 Y S T i PR o B 0 7 S KR ST 9 1 5 AR S RIS v 72
7545 S B 5 MK 08 25 P 05 1) R R T
5. HEERM

R SLHRUIE R AT 5 A S P U MM R R U R (L (452 D o ARAEFIER 6
FEORPIR R A SRS R KR CRIEMEE . RIS . RIS ) .

O 5 i1 RR A S S N R LA K ) AR HE ATRE IR
6. FEEEIKRMN

WA R ST RN P E B R SR B AR B, A IR EAT R, LA s S - A
WEREAL (SIS) « HHEERER BOASUARMAE (TEND LUK 24549 S 24 g TN 200 i 16 22 A
RGNEIEIR(DRESS) (W LRI 254 J B FE WE R 40 M 16 22 F1 R GEIEREIRD o £
1 9] TEN %% 51 F1 1 4] DRESS Ff %8 2 25 3 8 45 )55

S22 R RR R R B R PR R AT S IARAE REAR o W B SRR R R, FR S
B F R LR R, LD SR . BRAERBLE AR S YA, I R
SEHNE R, FOLRITFAE I PR AR T (UL DRI I R o XA gL R,
BEAMEY R TROLER (0L (221 .

<t
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7. W) IR NP E RN AH BN 2 1 R Gt R

23 I B R TR AL AT G 2 1 R G PEREIR (DRESS) , HFCH 2 8 B U, 5
ERARMA L. ARG, £ EHEVFT, A 1 4] DRESS BB 568 H A ih
JTHIJTFUAR A 2 U0M2% (34 KD . DRESS % (HAZEAE) RINEH. FE. i
ELEE A/ BRI, HAEA AR T RAZ R, HlFs. R, iRE. ol
REALR, HIELT SRR Gy 8 H L ILE A ARG 2208 . MR BOREIR R I
ARAAFE, FTREEVS S b R4 K AL B R4t EAEENZE, NERBEAHE,
AT BEAEAE R B I R I (B #i, W) o SRt B AR B R
JS2 7 RIUSK B AT VA o

SRR E T ARMESGEIR B A, BN R AR, IESLRE S E R (L
O R = I Il BR AR ) o RS BT, B A A AR S mE (AR D .
8. FEMHERE

LRI HEAI T Hp T R S S 1 R T I P 22 TR ) B 2 TR R A 20 A T R
WEZ, QWA B MR (GINBELEEE) « Sk SR AN
AR R A ZAE 7 mg M 14 mg FeLamUiz F 415 508 1.4% (13 B ) F11.9% (17
BlEE) , MEFAEN 0.4% (4 FIEE) . 0.7% (8 FIHEE) Ml B E LR
) B K ARIRTT (3 BB E 2 T mg BRI, 5 BB E 2 14 mg B L Hm A -
Horbr 5 BIEBEAEIRST ARG o AN A 1 Ji 4 225 748 0o 491 70 4% 2 FH 24 T AT e 2%
fif . TERESZRFOKRRIA T IR A bt 0 R A o A 22 R

RS 60 & PR BE S AP E EEVE 254 LA B R RO PR TS 0 2 5 o LR 4 0 AR 1Y)
DRI o Gt SR FH A S 3N 1) S8t R B 8 AR, A5 A XU R A BT L JETBRR A
BRI IR, I A5 FHARE S U IR P Sl Y B A e L 2 = 00 T v R 7)o
9. IMEFE

FRN LRI e, B 7 mg AT 14 mg 57U 6 B L R B R A
BT 45 R IE 32840 43 ) +2.3 mmHg #1+2.7 mmHg, 222740 4-0.6mmHg. AR 7
mg 1 14 mg F5 78N F 1835 LA 5K R B 228 12840 2 51+1.4 mmHg F1+1.9 mmHg,
ZEAHN-03 mmHg. A 7mg 1 14 mg FLwUE A EE T30 E 3.1%M 4.3%[H]
BERAETEMEX A RE, RN 1.8%. TEIFIREZ R LR s y7 ATk
AL, VeI A . B2 RS AU VR YT 10 8] 22 3 b P s T L
10. XFFRHR RGEHIFLTH
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WA TE b G IR RS AU R AR IR M RO Sk TRl R PRI 2 ) sty

Fe 2 RSN IR TT IIR], 8 57 100 5 e it R T o e 0 A PR 4 35 o 0o e il ]
RESXEUGE, VAT IS RE AR m] BEAE AT AR B ] H B Sk R R P Ao, 9 FLIR R R IAS A )
BRI EERBURARER, Bz, PR, A BRI, AR AT RE(E N
ZALYNRITINE B —, FETRHIE RO — PR . WA AUE L, S R AE I
SRR (O DERFHD] NBEHEBRART) .

11. 558 M) B AT ik 25

v R0 5 U8 24 B e A VR R IR T 2 R M ALE HEAT VR A 7R 2 A TR
o, RESLHNE S H A S VAR REAE OIS 1R CRIUER B, BRRIS R B D
AR IATATRR I 22 V25 & o SRS YT VIR TT 22 R PR R AR (R 3 22 4 1 i A I A

FEATARIE LT 5 24 1R 52 TR ST SR F T 5 PR Atk 2 0 LA I s 5 7 e (4 24540
I, O ATEAE M LR T, AP S RS R rTRe tH I E & . R A ik
TH R AT DAFSAR XU, (E A0 R CL R ST U Va7 P2 AT s, W RE S S
Bogmbos O [EZFEY NEERET)D .

12. JLEANE
[BefiR %%

TEJLRHIGE PRI s 2 52 e SRR VR I7 1 B ROl 21 2 e R IR 2 T 4] (L[S R
ST o I ASREIR AL FE R S Lo RN/ BRI o 3K 4 5 16 IO 375 S5 T A 00 T
BN RNEA 2 3 FAE. P AR R AR R TR IR o o SRR S e
%%, NN SE BB AAR OSSR = S 8. WRES NIRIR A, A5 PR L U B S i
SRAEF (WL DEPRZEET D .

[ Za K AHE A %]
1. &g
SLUR 3 52 1

SR 5 2 10 T DA M 0 25 8 B TR ST SR P 2 R IR S R R
JRS 47 2

BN FEE SR AEAERF LI G ) LIS E M 5, 2R 0 B A SR B 2B 2 4 i 1)
BRI RS S B

TER BT HIZh A AR JAE U b, 7R 28 B T8 SOWR], AR T o R N HERE 1) & (MHRD)
14 mg/HM MK FRETE (AUC) I, R 5U% RS 25 m 51 S F R e sE T (L (2452

F127, FH27m



FEY ) o RS WEPREES . 250 R ) AT R R I SOk T I R B AE AE E E
PR, ToVEAR AT 4518, (H IR S I R A b 2 W SR AR i = AN 0 R 2R R
TR T RV B S I T PR AR T S 8 0 AR SR B SR L (& E R AL A L
FIZ5 Y GRS BANAREAE) o MICEEGRIA AT = F 5 I M 5 N2 8 R A

TESE [E @ AN FE AP, W PR LU\ T P S v ) B K HH AR SR AT 7 1A S KRG £ A
53N 2%-4%F1 15%-20% o v AN W BH I JRRE AR A PR O R AR R B R = 1 1 S5 XU

B LA AR LA B v

BEEALR AR S U 14 SR P T R ek IR ST 98U P oS B L RSP RS, SRR PR 22,
LR ARBEAT 25 N BRAE Y o I8 B A e A AR S U 1) ML SRR FE AR T 0.02
mg/L (WL [FEREHEI] IEHEREE A CmRZEE] D o
PNSE/

AR BR . &R SLBALIRTT 22 10>150 GIHESRAR SR FFR T IR 42
§9>300 BIALYRAIATAEVERIE SR Ok BRI B EIRE) Rk
5 T RF NL IR R 1 SN BR AR P 3 BUE R IR B (K A A R 0G0 o AR R B AR
RS R IR e A 2 IX e K R IR PR 1 AR F A A IR B 15
A58 TR UL GRS 254 2% B ) 8] 2 SR IE NS IR ) LR BEAT 4 h PPl e A
SER UL RTCIAERNR AR (B A BRI RO AN & IR 29 VIR RD

A N FHHERZ TR B S R S U R R S OK AR 7™ A PR R S F8Ue I 2459 B S AR

R L.

5 47 £

BEAH KT NFLA 2 ARG 3L U S S L LB W B 2 min i cdfe « Sk 1 iRs 7
REFLHENGG, ERBRIAT PRI R R L S . BB T LA REX A dh = A A RO,
R, o JB B AR A IR T W1 18] LA LI L o

3. RELFRAIMERNE

SEURAS

B i T AR A8 P Rr SIS IR T B S HEBR PR 22 BT BE o A0FE IR 338 K 2R PR 2 PR
SV, B Ve B FE LA EE 5 A R (W DRI IRIGEEVE . I BRAE
(ZAREIHE A1 28 -

w7

SR
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Lotk

B U 2 M TR P R S Uy T A P A APl 2 i o G LA P ARR L RN s B
Ak fd AR A i, B AR SR LA I R BEAR T 0.02 mg / L (0.02 meg/mL)

AL IR 10 W Lo P AT DRV PR o LA FH A A 2 i, B 28 UF SEERF AL
PR ML IR AR T 0.02 mg /L (0.02 meg / mL) (W, [VEEFET] I ERER)
Sk

18N RS PRI 2R ST JRU o AR T IS A 3 O R LA R DA 2 A T 39
BT S T R AT BRIk D AT AT FT RE AU, AN £ 2 8 1 55 M Lo PEARAR RCR BUA AL
(RIBE 2 B o VR4 2E 10 53 MR A (A R L U, B AT I SE T B AR Y, ElE 5 E)
UE S S U ML R FE /N T 0.02 mg /L (0.02meg/mL) (W, [yEEZFHITY bk i %
B .

ANEAE

R SR 2 2O R DR SR A 7 RE A ST A o ELU R B PR SR 1 He D
(L CZ53EEEH) O o RparsmUle oot NZRAEFERE 15200 14 0 Al o
[JLEAZ]

AEAHER T 10 2 UL E)LER R R MR 2 Rk, 0 CERAEY . [H
FEHEY, ARKMY, DESHEB] K& UEKRZHE]T o WA E R LHIKE 10 &
PATR LB A i) 22 A P A R
[ZFH%]

LA T IR IR B S RGN 65 2 LA BN
(2B ]

R 37 SRR K CYP2CS TR

RESLHIER AN CYP2C8 HAIHIF. 7E R SLUE i i b, & CYP2C8 X
WEIZGY) (BIINEAZEE . MERS SRR . Itk H0 2%, DS 2 F vl RERT . Xy ix e i
ERAT R, FHARYE TR ER AL CYP2C8 R EREZ )& (WL DI PRZEE] )
RE L U T R R () B

REAL I T S BRI B, BT RS U o] B AR I E Brdr AL L (INRD B
R4 25%, PRIEHEATE D) INR .

HRE T S R R 2 2 (1) B T
YRE LRI T R ASE SR s P AR e v 27 ) 4 B R S 0 o T 5 R S U R L

%14J\ /\ 7_Dﬁ‘



WERZG R BT E, MEEATERE ( DRKZEE] D .
R S R R X CYPLA2 JEE) 20

ALK T RERAR N CYP1A2 15515 ). EIRARFLHILIN B8 F, 4 CYP1A2
IR EIZa (BIINPTyE = B, BEIRTETT . 290k, BILEE) MIZEE T RERRIR. i ixut &
FHEATIRI, R T R CYPIA2 AR AR 25 070 (L DI PRZ57E] D
RS AL B T HHE 8 3 (OAT3) JRAIIRZ

RESLFRNLLE A I HIH] OAT3 HvE ko fE R A RF L JUIC IR B T, 9 OAT3 RN 24
i (Blnskfiseis, PEKE T RNV E. 585 % G, BlSIF. RIEK, HES. 5
ZRE) M BT AT REIIN . Xk 6 S AT W, AR T ZE Ry OAT3 SR A
Zima (L DERZET D .
RS T BCRP MG AL B T2 £ ik B1 A1 B3 (OATP1B1/1B3) JEAHIFEN

R ST SRIZ R A A BCRP A1 OATPIB1/1B3 HIvE M. T MRARF LG B,
FR AT B R AN AL 10mg &K — K. 5T Ath BCRP &4 (WKFT B Al OATP
FEH Iz (B, HEME . R . JEHE HMG-Co i& SR EEMHIF Clnp+Ek
BT RS AIER . AT EAR SR AT, N SRR L Y A, JF
.24 B R PR SLARUIE N, %5 D0 M 0 24549 2 S AN (R AR AE AR (R DI IR Z5 2]
[Z¥d E]

MG ST AR U P 200 B e R A5 . (2R 5 H IR RE L% 70
mg F Kk 14 R, A2 R

an SR I B e PR I 240 B I, HERE IR 2B SR R B M ok, DA et
HEE WL TR A BEEF] IEERAER) .
[iRZ 2 ]
eyt

RF ST R KR B ZEMEACEYD,  SRAECK AR A N I VR SRR TR S AU
FEAEFE A, e L3RI b AR UK RR 7 A2 1R A S 9801 I 245 9k S TR S AL

FEAE RS AN 2 RAEERE B v, BE TR LIRS e, 4 TEER
B 7 mg Al 14 mg KAt SHAL b 412000 18 KA 19 K. T2y 3 /S H (a4
ARSI E . 45 FEEFER 7mg M 14 mg A FIN, AUC ZERRERMAHHELN 30.
e

1 AR S R BT o R L 245 3 B2 1y T A I TR IR 24 S 1-4 /1N

o

F

|

IS

FEIST, 277



FEAXSRE LI B 2 AR BN 32 TC e PR A SR 2808 o
paxitl
REL G S MR AT 2456 (599%) , I HEBEME MR A . BRERK (TV)
S e A AR 11 Lo
HRE T GBI A IR PR I 1 P 3 AR B 4 o 4R ST UG (1 S A R A0 1 32 A e Ak
i, IRERA RN RERUNERY KA. N-CBik DL BRIR 455 -

YRS SR PR ok o T o B AR S 2 2 DA R B A e . 21 R,
R I 2590 60.1%I83d #50H (37.5%) FIJR (22.6%) HEME. {5 H 25 5k I f i\ s v
SRFEFPIG, T2 EU 23.1% (ZHOBIEFEME) o IRFIKGZ)E, FFSLamig i 4 B ik ik
#/9 30.5 mL/h.

2 A HAE IR 7

RN RIS REAR A0 238 P40 TR 3 3% PR R AL R e
RE LR %ot FCA 24 W) VB E R T
o CYP2CS J&Y

I FF) B A 71 ) A ST R AT B R B 0.25 mg B A% H1 23 5, I B S 511 2% Conax F1 AUC
A TN Co3 5 2 R IG 1.7 AT 2.4 15D, R FFSLINLAEAR A 2 CYP2CS8 (A7)
HEELAT FH R BEAE B RS B A8 O HERE R R B s (L DA EAERY D
o CYPIA2 J&Y)

L RGBT EL L), WIMEE T35 Cmax A1 AUC 2353l 18% 1 55%, B
FrLFEAER N W B2 CYPLA2 551534 (W LAY EAERT D .

o OAT3 &Y

R LRI E R )5, ShIETTIE I T34 Comax AT AUC 3800 o3 T+ ZJER 1 1.43 15
154 185D, RUVRFLFILERN AV FHia i H 3 (OAT3) HMHF] (WL (2
PIAHEAER]T D
e BCRP F11OATPIBI/IB3 JE#)

ReL G E R A5, BT 38 Comax AT AUC 800 (3 T 25K 11 2.65
A 2.51 %) , RUIFFLFENE S BCRP iz R AME NI E iz £ ik 1B1 1 1B3

(OATPIBI/1B3) K47 (W (WM EAEH]T D .
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o [IfRilEZ%,

REL KB 25 WOHERE [P 25) Cinax F1 AUCo24 (43 Il FH 2 JESR 1) 1.58 F1 1.54
%) R 2B F ) Cmax F1 AUCo24 (o il FH 225K 1.33 F1 1.41 %) M0 (A
(2 EAER]T D .

o RV EPIEAR I ZARMEN (CYP2B6 JK#))  BKIAMES (CYP3A4 JEH)) . S-#Ek
R (CYP2CO JEY) « BEERIME (CYP2CI9 JEY) MIFEFLIK/R (CYP2D6 JEYD) (1
ATV

A 24559 %08 R ST SRy PRIV A R

o URAL CYP MI¥FIZ S A 2. FIARE T 0T R UKL 1 25430 71 20 5

Rk N\

o ity
0 FEE R o JHR A3 405 00 65 S U 1) 24 AR B 70 2 50 S o 1o A A B B JH40 405 S8 rh o

(REERA NSNS QN €359 NN €23 =5 511D B s 2 i) QiR = gt ED DR

o HFHith

HE A IR SRS I 25 B e e L DIFE i s 1261 O .

o 1A
FERR TR, S5 AL, ERTERZE T % 23%.
o A

BT RAARZG B S22 00, B (907121 Ay [ O FIEETE A (1,648 /1,687
NAFIRN) B3 BE S a, BRI E R 1 AUC029)s FE L RIINZR A
BB ILINME 7 51.5% . FELSUGE — S AN p O P R i v, T g T AMEE
¥eiz Ak BCRP YRR 2 &G ). BT /S HEFT BDR16019 45 KN, B A B
1s2231142 RAR HHE Z AR LRE AR S B E 8 (Ll AUCo-24s5+ Cmaxss A1 Crminss 718 )
B . Rk, H BN SR N PK 22 5 9 5 DA AT BEAS RE VA R T+ 1s2231142 ) BCRP
BEZEME, BUREATIAE R PN B 2 Ry ST U ) 22 A MR AE — 3
o LENFF

RE>40kg FJLEEE, 14mg B H—KIRYT, HRAREEEEIHAAATE
RTINS O S B R R iR BV A

RE<40 kg WJLEEE, 7mg fEH AT GETHRWIGREIEMED , H
TS B EEHZ 14 mg B H — AT IO B3 T 82 21 1) 2 85 R a N .

F1TH, FH27m)



WG B PRSI BRI B A AR 1, SAERA MS B3 523 1 4
—.

[l R ]
RRA

VUTRBEAL AR XUE I RIS 8 1 RS2 7E B R T 2 R MERE A £ 3 v 1Y
e

WEE 1 & — TR 2 BRI BT 5, 70 58 AR A R B 22 R PR R ALRE 1) B8 2 R VT A T
H AR — RS 7 mg A1 14 mg STk 26 N H BB, ILHF 2R B E 12
N RMEEAE, RIHIRIK AR, A B A PRt e, 7RI RaT 1 Fh 2
MGV IRE R, SEERIHT 2 R EDZ] 2 R R ZiRE R 4 MHREZ
I B TIMFERITEAEFANG AT 6 AT AR I AT HoAh 2 R APEREALAE ) 259070
7, TERFFUHAIREA RV IR 2R 2. TETRIE I & 12 I B2 55 108 J& LA MR5E
LR IGHAT T 2EV-AG . (EFRERT . 55 24, 48, 72 L% 108 JEI#ET T MRI ki 2.
FEERRFUERFE (ARR) .

TEREFE 1 R, 1088 Bl B EH HFENL 0 BCEESZ 7 mg (n=366) B 14 mg (n=359) [%F
SN P B BT (n=363) o NG, SZiAFH 5 AR BRI 1T /> 83 (EDSS) 1¥43<5.5.
BE MR R 38 &, PRI KON 5 4F, FEZRHISFY EDSS N 2.7. HH1t 91%
s 2 it B R R 2 R AMERE L (RRMS) , 9% 5 4 it fg 7 &2 5 vemg Ak ik 5
Ko 7 mg FELENE T 14 mg FEILHU AT 22 BRI TR ST I R 23 0 635 K. 627
K5 631 Ko 7Tmg FeigmliE F . 14 mg 530 55U R R 22 B 20 58 BT 70767 T d 3 B
I BN 75% 3% 71%.

S BRNRT M AL, 8252 Tmg 5K 14 mg FELHU A IRIT 0 B ARR
EGiT 2 FRE TR (WK 2 « fERBWN A, BEE 2 R a7 DA 2k
BVE B ERI Sy A, 34K ARR HY I —S0hE R

Sz RRIME, 108 FIR, Fersfie 14 mg HEEEL 12 FRER SR
FERE AU, (42 RN &, FEZR 4 EDSS < 5.5 I AHN T- 52k 2D I 1 /> SRE A4 4 EDSS>
5.5 IFAHSKT T 2R 0.5 AN 2D AR U EERRK (LR 2 E D .

WEFC 1 VPG T RE L HU o AR (MRD AR sEm, A4E T2 ikl
HRILLE TURAE Sk 52 RIFIEAMEL, 7 mg 1 14 mg R 575U 4L A B AR
LR ARG BN . ARSI TR AL R A T IS i 1) AL 8 5 e 4
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R EAD (R 2) .

K2 B 1 BIRARR MRI 2R

ReSLEME T ESAVA N7 da0 2R
7mg 14 mg N=363
N=365 N=358
73293
FUEKRFE 0.370 0.369 0.539
(p= (p =0.0005)
0.0002)
ERF RS F A1 31% 31%
55108 AR R B H 7t 53.7% 56.5% 45.6%
55 108 JEIIN Bt R ) R T 0 b 21.7% 20.2% 27.3%
(p=0.084) (p=0.028)
AR B 0.76 0.70
MRI % 55,
55108 AR S AT T (mL) HEL AL 0.755 0.345 1.127
ASAY, (p=0.0317)  (p=0.0003) ?
2
P AL BRI T1 Mkt P80 0.570 0.261 1.331
(p< (p <0.0001)
0.0001)

U I SRR T2 A1 T1ARME SR AR AT, B mL

2 p (BT I S AR AR (0 3 7 MR S K

F 1-2 55 BT (R 77 4E 12 A H) Kaplan-Meier H128 (BF5E 1)
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01— G
—— Jmg i
T l4mg FRILEE

30 1
(27.3%)
% (21.7%)
é 201 (20.2%)*
=4
3K
K
&
BT
101 SRR
" | *14mg vs. %R, p<0.05
% E e I
i

D.
0 12 24 36 48 &0 T2 84 96 108
%
%;B}W*Egkﬁ 363 336 306 279 238 242 224 211 200 160
! . 365 343 309 290 266 252 238 234 224 178
7mg%iﬁﬂ§\ 358 319 302 285 262 251 234 227 217 175
14 mg K7 FU%

WHFL 2 R —TUXE « 2R R IG R IS, 785 R Y 22 R PR R AL IE J8 & TR PPAG R AL
Bl 7 mg ARESLHME R 14 mg B H—IRFIEKIL 40 M HIEIL. ZEREFEISH
NZRMEREAIE, RO E ARG ARS R, fERIRET 1 e ba il 1 k8K, 5
FERIHT 2 Frh R DR) 2 KB R . BREEERNRR AT 2D =AH W E 2T
1] 2 RAVEREAAEZ5 ), XS0 IR AN SRV B SR 25 . TGRS o KR 12 A L2 5E
W FE LA SRR O BE 52 R SR AT P2 27 DA . R 32 A0 ARR.

I 1165 Bl B %2 THESLEM Tmg (n=407)  FLEMEH 14 mg (n=370)
BB (n=388) o BE VIR H 38 &, FIWFE S 4, BRI 135 EDSS M 2.7,
3L 98% 1 B H G R R 2 R AMEEANIE, 2% B3 22 P ik JR B 22 R MR B
Ko BESLHMEA T mgy BELHENE R 14 mg RV R BTG TT FEEL 1R 40 FIA 552,
567 1571 Ko ReSLFNE T 7 mg. RESLFNE T 14 mg A28 74 56 ot 7o va o7 i s
B - N 67% 66%F1 68%.

S22 BRI EEML, BRI EKA 7 mg BRI 14 mg EEH
ARR B Gl 2#m LR PR (LR 3) o IR A . B2 R a T
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PRS2 i P ) o B2 e, B0 ARR HY 30— 30 R B

S RGAMEIE, 108 JAN, RFILIER 14 mg 4L ES: 12 RIS
FER RS (2 J 5, BE2835] EDSS < 5.5 I A T2 2k 2 /D3N 1 A ri Bk 2030 EDSS>

5.5 IFARXS TR 0.5 ) AR AR R ZEFEK (IR 3 ME2) .

R3.  BR2 WIRRSE R
R SLRIE T Ber B A 2R
7mg 14 mg N=388
N=407 N=370
(7329 =1
FHEKFE 0.389 0.319 0.501
(p= (p=0.0001>
0.0183)
AFXS XU B A1 22% 36%
% 108 JARF AR K EE | b 58.2% 57.1% 46.8%
55 108 JaI I Bt JiE 1) B E e 21.1% 15.8% 19.7%
(p=0.762) (p=0.044)
PR B 0.96 0.69
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E 2-Z i R a]FR4E 12 B Kaplan-Meier Bk (BFF 2)

40—

s
T Tme MR
14mg #7375k
30 1
$ (21.1%)
~ 20 1 (19.7%)
5
2 (15.8%)*
=
i
= 10 -
Kot
{ *lamg vs 2R, p<0.05
D_I T T T T T T T T T
0 12 24 36 48 60 72 84 96 108
%
AT RIGPIAR 388 354 325 295 271 241 195 156 128 83
=EA 406 375 337 314 286 248 202 163 114 77
7 mg HEAL AL 370 340 310 286 267 245 211 162 124 87

o

14 mg RF LML

W 9T EFC6049/TEMSO (57 % % R MR TR 24D BRI e 2 = PERF 7T 10
KIIBEVT 25 AR AP ALIR T RESERT 120N 5 48, BRI YT FRRERIT A1 Z0 8.5 4F) R i
AT AT I AR T 22 A 4 R

WEAL 3 R —TXE « BT BB IG PRIRSE, 755 B R 2 R M R A i 1) S 3 v T
fiti 74 H AR — RS UG 7 mg B 14 mg 0K IE 108 J& ffF oL, BR B ERHLL
(K190 RN ARG Sl B — B 58— IR IR AE, IFA N2 RAEREAERAE R 2 A

BHEZAHAZD 3mm 1) T2 fikk. IH 614 BIEEHEZ TR H KA Tmg (n=
203) | FFLRE R 14mg (n=214) BUE A (n=197) . BFFIFER K 32 %, EDSS
FELRI N 1.7, PRI 2 D H - 5 2 REFIHC61.7% A L, R4S ST 8% Fr Tmg 41(70.5%,
p <0.05) FURSLENEF 14mg 41 (72.2%, p<0.05) w1, TEKBEERIELEIHEE.

KNI X MRI S SEBERT 7T 4 (RIERE 8RR 2 R M 0AE B B
Bl XUE LRI IRIG R hERIAIL. ERFF 4 T, B3 BT TR 6 4.
12 &, 18 . 24 &, 30 FIM 36 JEH#E4T MRI. 54 179 491 534 Bl B AL 43 e 2145 57 FU
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F7mg (n=61) . ¥ A 14mg (n=57) BZEH (n=61) . HELANDOGiT
TESIRIT AR —30 . 3 B R IR YT I IR JURE A5 B 1493 K b/MRT F3486 (1P 3505
7E 36 FMIGIT IR, 52 A (2.69) , FELEMEH Tmg 4H (1.06) FUER ST UK
Fr 14mg 4 (0.98) FHMRRE P AL 1P EEY S, B AAGIHFREEER (O
AN p=0.0234 F1 p=0.0052) -

JLE (10-17 %)

WF9¢ EFC11759/TERIKIDS /& —Ji7E 10-17 % 5 KM MS JLE B b7 i1 E
bRy WE . BTSSR, P TR LA GRS DLUARIA S T N 14 mg 71 &
MR §H—RGHKIL 96 i, BEJENIBIRE. A BEERIE 1 FNE
MAR 1 IRE 2 N ED SR 2 IR AETRIERR AT IE =N, 2 58 24 AT —IK,
B ARTER, FEESEALE KB R T RIS U AT VRO . IR KB MRI i ig
A GRS 2 AR ERZED 5 AFT R BRI T2 ki) BFAE 96 JHFTHE NIFths
W, DB ORBZ IS IR )T o B SR B RN A IR IR R IR A, 2
PRI PR 2 B MR (&0 6 30 B2 (DL AR 35 ) RN 8] T3 SR BURME 23 4T,
PR FC LR BE A% B N R 253 11 R AN MIRL 4 J7 TP A

JLE 166 HIEF DL 2:1 BIHHIBENIIEZ R LRI (n=109) BUZEH (n=57) A
J7o NN, BT EDSS iFr< 5.5; “PIERN 14.6 &5 PIIRER 58.1 kg;
HAZWr DR BB RE N 1.4 48 FRZIN4EX MRI S 13 T1 Gd H 985 42009 3.9
AWikte P BEBINE R EMFI MS, FEZ A EDSS $F4r 0 1.5. 2RI 171
TITRREERT 1A 362 K, HEL GG 488 K. K] MRI B0 i 56 B W OUE W A FF
TP B S ARER w1 T, H 22BN A LR S R 2 S A SR B R (2 BRI 2H 26%,
SHRHEHE 13%)

SRR, R IG R R RS PER T 34%, RIEFIGTHHREE (p=
0.29) (K 4) . fEHUE LMBURME B, 5B, R K S K 8 MRI
SRR A E G R AR PR T 43%, RS REE (p=0.04) (K4 .

RF L SRS AR O G (R R AR ORI T2 o Jk e B35 08> T 55% (p = 0.0006)

(RN AR LR T2 T HEJE 70T 34%, p = 0.0446) , fERERIAREAIELIESE T1 9%
HHEEZEWAD T 75% (p<0.0001) (F4) .
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# 4. EFC11759/TERIKIDS KRR MRI 45 53
EFC11759 ITT A%t R 2R
(N=109) (N=57)
e R 1
BEHRFNEIR R, 25 96 AN E RN | 0.39 (0.29, 0.48) 0.53 (0.36,
(95% CD 0.68)
F 48 U RN (95% CID 0.30 (0.21, 0.39) 0.39 (0.30,
0.52)
R (95% CD 0.66 (0.39, 1.11) »
1 REINMKE KB MRI SRS ERIN R, %5 | 0.51 (0.41, 0.60) 0.72 (0.58,
96 JH AN K B MRI =509 1% 5 B2 I HEZE (95% CD 0.82)
48 0L ZKEG MRI &5 15 50/Z HIMF (95% CLD | 0.38 (0.29, 0.47) 0.56 (0.42,
0.68)
R (95% CD 0.57 (0.37, 0.87) *
K4k MRI %4 55
R IE J& BT AR BE K I T2 ks, e (95% CD 4.74 (2.12, 10.52 (4.71,
10.57) * 23.50)
it (95% CL) , [T IEFRZE T2 i #019F 7 747 | 3.57 (1.97, 6.46) 537 (2.84,
10.16)

FHXT A (95% CD

FAXS RS (95% CD Al fEIF22E T2 if £UH9F 7 %
#r

RIEJEH) T1 Gd 3k 8o, f5iHE (95% CD

0.45 (0.29, 0.71) **

0.67 (045, 0.99) *

1.90 (0.66, 5.49)

7.51 (2.48,
22.70)

FHXE XU (95% CID

0.25 (0.13, 0.51) ***

Ap>0.05, SLEFIMEL. *p<0.05, **p<0.001, ***p<0.0001
MER T Kaplan-Meier ftiiHE, 25 96 I AWFFEIGIT45 R (EOT) &

[ 230 ]

RFALFRNGE — PP A BURAE R A G BRI S FLIE R A, R —

2 5ENE MK B R RN . 5 3L R T 2 R PEREAAE OB DDA L] AN 2, H

AR S B R Hh e 2 48 S AL R A R A kD

BHEMI

2470, 277




BAE.

RESLIRIE I Ames TR50 . 144 HPRT 056 . ¢ P9 Aok Al e € A g A2 1050 45 SR 35 9 B
Mo RESL IR NI A FAR A e AR AR RS CRBUOGARBHE R 55N W
INFRAF LAKD 7R BE F5 AT ek 4 G C PR T R B, fEL 2 RIVEEAE AR I PR 7 (A 0 1 156 225 AT
N FH T

RESLRE TSR AR =) 4- = FH K% (4-TFMA) [ Ames 138, &4 HPRT
BRI ARG L3 200 e € Ak R A 00 5 SR 3 R BE A s A PR AR AR T € AR A R 5
RAANE.

AT

HEVE R BRAE AT HT A RC I 22 45 TR L8 1. 3. 10 mg/kg/H, H5AREGHH)
BEVE R SRAZHE, AR WAAEE IS REEI, (HJ& R, 7 2 v 0 B Sk T SRR
EAARMA (mg/m?) T, MWK RAERETEER R R NFE (1 mgkg) KT AR
7 E (MRHD, 14mg/H) .

P KRR T ACBCHT A EC BATR) A UREE 6 R 45 TR LUK 0.84. 2.6 8.6 mg/kg/
H, 5RAGZMBEERKRZE, FrafEn s RRIa8otrE. GrE s R/ a0
o mflEHE T RIS MEBESEM, RIRGTH TN RIIGHF . AR mRA

(mg/m?) ¥, ZiAE MK FKT MRHD.

HIRKR T e RAEMLOS TR L EE 1. 3. 10 mgkg/H, 784K W BHATE M
/KPR, B R AR Z AR AT W (RN . R U R B D R R -IRAT
FET: . TERS BT ARIA R BLgs 25 ] D RRG-IEAF R B AN RS2 . K R IG-IG 4T
KB FVEM AR W BRI (1 mg/kg/HD B[ REAR MK 2 88 #K T MRHD B (1255 &

IEOR G T 8B REMSE DS TRALEIZ 1. 3.5. 12mg/kg/H, TN R5]
FKPIS, AT R A SR IR (B . AR DY B S AR G-I A
FET o SRR -REAT 2 B BRI I AR L S R 7 B (1 mg/kgy H OB BEA 1fi 3% 22 5% &I T MRHD
I (1 5 i

KT AR AR AR FLEAZ O 45 THRELHZ 0.05 0.1. 0.3, 0.6+ 1.0mg/kg/H, 75K
TR EE R BTN, Al WA R AE KR 2% . RB AN R 58 L 1 R AE SR I (1Y
JRCEREED) FOHAE JEFET. . KB R & TR 1 R WL R 77) & (0.1 mg/kg/H D B BEAA L
KRFEMT MRHD W REE.

KA BN AR JE B MRS o, SR DK BT i £ AT BUAIR TR5 S2 U I PR L 5 2

25T, FH27m



B (AUC) I, ] WLIRARSOEME MEmE . 76 R R IIEIR/N R AT S R+, SRR
KFFHARIGEIENE, JHS8WE M. g, OIEMRIE) KA.
HIFEAMIE L PR AT AR AR AR R B Y, xR 9T VE R S R B BEPEROAE A BILAI A
Al G ik S FLTE R AR .
MNARTEHETZ N, 5 S AU R SRR P A R R ST 9801 UL 245 96 B2 5 FEL AR AL
B
71N BRI B P 4 2 B0 1 1 P 2 R BB o /N R 1 45 TR L UK 95~104
FIE R S 12 mg/kg/ H, 755 0 B I L3R o Rs 37 98U 5 2 & (AUC) 2948 24T MRHD
RN 3 5. KREOS TRALENE 97~104 , FEHREIE 4 mgkg/H, i
BRI I 2 e T R I B R (AUC) KT MRHD R {2 5% &
LS
YA KR T 21 HEEE 70 Hid&ES: 7 AA O THSIHIZ 0.3 3. 6 mgkg /K,
i PR AT S D Re (T A0 AR DR S R, fiE 1M AT 1gG ik FE B 2 F
), mE AR AT A B AR AN R O 7RI BB mM& T hThee (A
FAESNIEMD B KRR E FEER AR WA 7R 0.3 me/kg/ KM MK REEILT ILE
A /DHEE MRHD 2T,
(5]
30°C LA FRAE
(3]
28 Jr/&
[BR0H]
36 M H
(3T HriE]
7X20180089
€ 3ac)
[ 24 7 HJ20180038 (7mg)
¥ 241 HI20180039  (14mg)
[ EHRFTRE A
% F5: Sanofi-aventis U.S. LLC
JEMHthE: 55 Corporate Drive, Bridgewater, NJ 08807 United States of America
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[ 47240 ]

V4 FR: Opella Healthcare International SAS

HEFEHYE: 56, Route de Choisy, 60200 Compiégne, France
[HABRREA]

2R FREAE (PED BEAIRA A

thk: bRt HTEARE X R E g 112 5 7 =

HE B D: 100022

PRSI LS : 800 (400) -820-8884

PWdk: www.sanofi.cn
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