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5. BERARER
BAn Al AR
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aalE RN G EE (OO 1, 246
W RN B 5 A wLS N e () 83. 40
RN AEHM ST O 81, 520, 857. 33
RN BF5E o) 72, 527. 45
HERE
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i 46 3. 69
fifi -1 325 26. 08
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AL EME R A RIRZY, FTRBLINSEA IR RELMR BT B R I B A BRI S5
FARTG, PREEE R IE IR 5. 25 7850 2420l 55 Br 1R 508 LR S5 6 RS AR #, 5¢
HOET 250 R0 H e S A A P I A I R AT RS B B A, e — AR 28 & IR S5 e A TH N 2
FPARRI TR, BEIME R

2015 FFLIK, ARISEWRERIEZ RAifZi 5 H & 91 A~@ik CFDA/NMPA ##ERE I
PRARES . AR, AFZSS5HRTERE) 3 ASEZim H i 32 E FDA 1) & PR NIG IR, 2 A8
0 @R 24 5 R R TGA 1R B 3 NI AR5 -

2. TERIEMIEZY) . Bk KPR 2 BB R U A XA A

o ) B R Bk S R 2 i R et R E N AR OB G R AR, I T AR 25 A
RATIRIR FEA fRy o A TR AR T, O e R SR B VAN R, 51 E PR
HER PET-CT S22 R G BUTHRN R0 ZBER M TSRS AR B 4%, TR 25 R %
BHR, RGMERES TR 250 FRHURAR AL, 2 E] KA E BROCEL U R 24590 08w R ) 2555
% P RPN 25t 5T RS

TEPUR KPR 23 BB 5 A AR 2GR R AT IR, AR T IR E .. Wise5 1
T AR/ PURZARBN IET A 6 EEARGAE N R KR 22V Bl RS &, 17T
=] P S BUR 25 R BR I S A B R W I AR S . AR S Bh & 58 BN Ptk Kt
RZYBELY) (ADC) HIEEEIGIRETFFE, Hirh 3 4 ADC 254 (1 55 25 A0 R 22 A MV I 9T 3l
NMPA $57 A H7 PFFF2E NI ARG o B
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I RET CRO AT R R BRI T . A 7 15 5 E AR B AL BT R R BN 4 AT B
Pk S5 b B B E N I ARLE R 2 R AT BT 10 R R AR, T A EE EEME
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LR B STA . BT XA WAT AP, [E 2B 22 S Wb R 4
REERS, IR IE S v B 258K 22 A Bl 2= e % e 845 » 7 CHUN-LIN CHEN ZG/E o A =) B
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i,

4. IR R A 2] E BR bR

ANEVRESL T 5 E PR SO R AR AR AR R, BRI 75 1 P9 AN R bR vt e 8 R,
T A R P A0 250 7 SRk v S 37 24 [ s | 45 B A O R0 25 1 R IR 55 o

5 D24 S PR AT 506 P24 R N OB DA m AR, DA ORAE IR AR 70 B R 2 .
SEPE L BTSRRI AR, SRR 2 AR IR R 2 VPN T TR R R S A A e 4. RIEIE, K
A3 GLP INUEZ AU N F AR IR 2 A PE VRN IR S5 . 32 FDA X T GLP K254 B ™ b 1 LK
U I8 I A AR B (PRI R A L IR PR A REIUR A A AT . CRO A5 ELHUS E N GLP 3 FAE
DA Kz 3 4 52 [E] FDA ) GLP MRYEELR , 75 BRN KR TR N A B 58 v 10 2 06 5 1 it 5 ] e 98
It HBAS DGR (B R K, BAREEENEES . A w7 A4 E NMPA (%) GLP AIE, [FI R
FIZE[E FDA FbsuE, NIE PR ERE0E & SE 8 BRI LI H A FI S [H FDA ARHER GLP #F 7T HLA .

AAALAC NIER R EEB R E R AN, FHIERGEERFKAEY . SR 2GR R 3K .
AT T EEEEZS T 2009 ERIIEE AAALAC TAAE, SEIGEYAE B S bR Ul S E BRATT, BB
FAEAE AR AT TR 25 R U, B A TR A [ b o 190 3 24 W R BT 22 A MR PRI B AR IR 55~
&, R 2SN T 5 E PR HAA .

A, A EIHEEBRFEAER ST T Provantis GLP Tox #ff. EMPOWER ¥ R 245 .
Chromeleon X & Jo i 40 dE R G5, LIMS ARG om I 70 A2 B9 MG A w3330, ™2 F SEND A2
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TEFH R IR EARUE T RIS . 1EE N2 N FREE IR A 29 R A RIS 52 R, K
MAH I FE R SL I 2 T, A R RTHE AT /b B AR LG 25 T I Lad, gtk B N s 2500 Tl
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AFE— RN EMEAGIRATZE AR RS CRO. HWALLISK, AR T AEZ I
At BT 258 R AR SR 4 T3 5 8 50 R IR 55 o A D ] P A8 S adh N A= 4 I 24 T A 45 s s £
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0 0
RPN 15, 452. 91 11, 035. 33 40. 03 26, 040. 67 19, 830. 49 31. 32
HE T ki
N E AR 3, 142. 24 1,521. 16|  106.57 4, 668. 04 2, 693. 30 73.32
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AR5, s BIETE R P 100 K, S 50PR SERIETZ] L it 255 H ©F 19 Nk NMPA fit
THEE NI RIS -

i AN A FET ST AR EE T RGP K, BT AL 5. 30 1478, [FI LG K 106. 41%,
AR R B e R ARt
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Pl HRIEEAZ A BT RS R ENE S L e . A ke afig Fia
B A1 RA SRR A R B SRAL B A B F B 5 R 55 3 3R RIS e RS 2 NUPA &5 B A LA I A
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3v NI _ETF B N 5% 1 XU

VERIGRFTRFFE CRO AV, AW FEMFEZHI RIS, FTAAT N ERSER . N %E
BT AA RN FISREEEE RS WA = B3, A FFEME 7820 CRO T HE AN, A
RETRUETEAT L SE P ERFIR S . A RILCHAE KEM ST 51 CRO Tk N A, fREHIRA A
R BE N 1,494 N, AFVE W SAH N T ERA L FI A 50. 40%. WIHR AR KA T ARESEER}
A R HI N AR DAVE RS A A I 4538 K R 2, TN D3 BSOAR AR SR KR B4 44 mT e A 7] 1) 48
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ANA BRI &, BEEEMB AR NKHSEMRE. o, ERTINE A alk, 2
AR RIS 52 4r; (EEEZ4T L K CRO AT FFEE R IF R B = R, Al IS K FMTT2
NS T, AFTHIEAA TR, HEZ2Emum AA TR . RAZONA TR, H2X AW
EE B R 58 RIS

4. W E AR

BEE BT 2 RN OGS . 25 2VP s AT R R SR NRRERIG K, B N B 2 Alboxf
PR 2G0T R TR IGIB DR, DL — SV R I S WE R 75Kk, [ P CRO T RFEE sl K &

BT N B2 s L T 4%, B2 TIn @R m, B5E CRO AR B4 (1QVIA) PLRERISC
Hr (Covance) & CRHEEAEE &AL KL, IR HE N T, AFPRERE N5 EE CRO
AN EIFER A RS 5E S, HAKBEE A T BN S RS K, AFINEEE M
LEE CRO AR BRI TEF . Hoh, IEFRERN CRO AT A EIRIE TR ) E P CRO Al ARGE Bl
K, G, BEAeAb . BRATHIZGZEE N CRO Vgl & Bt K AR AT s, 325 el
TEW CROATIZe 5, XX AT MTIGIFHae IR R IR S K3 T m sk . sk, B
LAt CRO AT Fe 47k, A aIb TR 5 EA AN B AR T DA R 2R S R I 5E 4t

MNP Z5BHKTE , AT EZ RIS 25 S A, 5 BB CRO Al Je 2] B R . RE e db ik
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Bl N e S MV ARV S5 BUARAAAE 2200 . TR 2 R R IR, TS RE, 29t kAl fit
] 5 AL KA CRO A VAT B4, ARk b iz de b B it — B4 Tt . InBAEER AL
REFE SRR, KBRS HEAKESmES G )1, AFMESRHAL, T30 FURRE K-
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5. GEFURY RHT R 1) H RS

RGN, A TS AN K, ZE S PuER T, SR, A RSN 120, 201. 90
JiTt, e BENIN N 26, 040. 67 JiTt. LG, A a8 S E RN E— B8 K 55T,
AT WEEER R SR, BENAEE, FARE . A8, g Hiha. W%
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LR IE BLRE ) SRS B RN BEIE ML TE BRI K, A R AR R LB R
R ar iR # Je 5E 38, SRTRESS A R A B IE B0 RIBE RS BN, B A& HCR T %,
ZE A LT, A TS 7.

6 JEAA I LRI 5 U5 B 1 JRUSE

AT REFEMRMEFELIR S WA SLIGREM . I, A FE A AR
L 28. 15%, 2 BLJE A RENT 2 7 B E W BAKE Bl — 22 FIFE M o $) 35 3 A 7 28 AR W K,
NN SEES BN IR AL R TR SRASWIIE N, G S A SR A 8 7 TE ki 2 A WG K 1 SR A R
oK, AIRE T EUA A oV IR AR E I HE R SRR, TN A = 10 55 R 228 Ml S0 AR5 o 1tk
Ab, R = BFEA R T IS ORIE ik, TR 2 w0 B RE Bis m— E AN R

7o BRI R BEN T BRI AU

CRO il 3 AR FE 7k 12 = 24 Al (1387 240 45 1R DA S E R ) IR 45 S IR R bl T PN 24
W E B HIZ5 8, BN EZG ST H 2RI A E, BN CRO Tk E B, KRR
18, 2015 FELAR (T IRk o V1 o St B O S ih 24 it BRI 2 BT A LY« OO T3z
GEFT AT S PR U R L) 55 RPN 2 & BUR UL &, SIS AR D misE, Hy
= 24 4V 320 AR B 25001 R 1 B B I KB R BN, BN EE 2547 kX CRO [ 75 SRAEUT 4K ik
B 258 T B P MV BOR S 1125 28 R0 A= W AR ALl st BT 2590 k4% N DA K i [ 24 A R
TR E RS, R IA T SEEL T PO R . (A SR A0 SR R 24 MV R PN 2 B A BRI
B R BUR A S AT e i LR B, K 3B CRO AT R R, BE i semm 2w A&
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8. VAR H R

AN, ARSI G EE SN 31, 29%, A7 S48 38 5 £ s
FIuHATE R, 2019 45 1-6 H . 2020 4 1-6 H 2w By w4 a5 4 A4 25. 60 5ot —72. 02 J3 G,
WK . AR GRANE IR 5 BBl SR u# T A, BEE N R MIC R L] SO i
i, ARANRMBICRATRESZ R E N AMNEGG . THIE5E 5 BER . 0TI 58 55 DR 25 IR 200 T A7 7R 45K
g 55 AT B0, SR A T ARSRAN B A BRI 1 AR B KU, o 206 A 7] 78 L 8y Sk — 2 I RZ I
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9. U R [ A 47 IR

WA AR, AT SBORZIKIE N 12, 134. 55 376, &G RIREIE 2y 13. 34%. )
IR, AFKEEE 1AL SISO K BT 80. 37%, o5 bRy . Wi a7k 5 I ik i v
ANBEAE R0 ) e IS AL 38 ) [ AL s P (5 IR o R B Ak, D) ] e S5 507 AL K SR A e 2 34T ]
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