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2L, AEBAERERIEGRI BRI A TS G 6 DA N Tk (U ER
F(Y A L9 EAER D,

AR A 25 25 )5, R SENFLIT B0 54 S, S A5
R, SR N Bk EE A AT 2 REFLHE BT DL EAEAS i 18]
BT EED 6 N HNAER L.

LEH

AR A S BEAT S0 B I 7o AE— UM AR B I, AR T R
EFEERH] /N TNFoo ZhEEIE PERISREAPTAR, AR B A H A SR
(L [EEB D,

[LEAZ]

AT B A A2 o ] LES R85 P db AT I 2 VR AT ROERTE FE R BkE, A
L

[ZERZ]

EHELEE 65 2)

CEREATERRERE,

FERNIR R R RE A RN MG ROE TSR, 32 a7
¥ 65 XLl EEE SEREEMIL, E£ARFE. EA RSN ERGL;
ARG B EARZE R o JR1N, FEIRTT EEBE N NAIEIE, IF AR AT A o
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K&
(25 EAER ]

e

RALGE B F U X A i B K 45 2 NI B3 2R i 25 SR BOR B NS 48
Zyiy, 5 R SEBRMAAERXRRTT R L 9f ELIEAAE R 55 — RIR e &
AR TIREE T ey, (B IR AR I R R W] 5 B B i B R 2 e (151
QN ETAvzibaE) DR

5 Ho A=Yy R I
AN 5107 A d AR [R1E ROE R HAR A 07712 CRLAR BB i 2 Ay 2
P BeH (W BEEFID.

I % B iR T SRR G ) 751
A AN SRR (I GESFEB] M (20 LA ZHZD.
A AN 56T RUESGERIFIE O EEFHD.

A3 P450 iKY

H5 4 5% I J TR 41 AR DR (9 4 TNFoo) 7K F1 755 AT RESIH] CYP450 BiEFAIZE B o
RLtE, 0 TSP g B 21 (BIeA s D) TE, TUH CYPA50 R 1) A ik
TR IR W . 2R T TR B 78 () CYP450 JEMNIATT I H 5 A2 A S ik FH 25 R
2y, EURCIINZG Rk (BlanteiE k) BiZs kg (BlanA il E R EORTD, A
ARG T TR AR 2

(ZYdE]

FE— T RIS, A 5 9] 58 52 R0 77 S48 58 (AR i 45 24771 & (10 mg/kg)
FRLUCE KA, R H I A RS R B AR AT R S R SR R R R
100 kg, PRI ER OO kA A 1000 mg.

Nt IR 2 B, R DU DS RSN AR ARG BCREAR, S RIR U 4 R
FETRTT o

[l RZ5# ]
iy
R

20 T A e A2 ISR IR R 28 B AR AL IR B NS e, iR Bk
1L 259 B2 KT AL I TH) (Tonax) A 2-6 Ko 25 TAERERZIKE 50 mg XA AR T
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SHIE, AR ROR I 2GR (Conax) VIR EZE N 3.2+1.4 ug/mLo X BKTE ST
B NS T A MG P2 AUCe (HEHTAE T TCELES, 4R EoR, BCME
S R 20 AR BEZ0 9 53% 6

Vi

T BRI WA R T 28 8 AR BRI AT 45 T 0.1 31 10.0mg/kg HIFHIE S
I AR ITE A 58-126 mL/kg. %45 AR WA b FE MG R,
FEILE SR 73 AT AT R

TR

TG B IR IR 1T 28 BB AR S A i B R KR 0.1 31 10.0mg/kg J5,
P14 s RR R AL HAE N 4.9 3 6.7 mL/kg/ Ko

fa B2 A ANE SIS RIB T A L 9 B AT 2 50 — X B b g
LR IR FAE KL 2 A

BARZIB) 1t i, BCR AR ESIARSRPI R 2. T IRbE R o2 i 2 Bp U
FEGE L P A 52 M) 4 it FRT WL e 26

FEAETURRIRBGIPUARI EE AR AR M A I8 B

LR

FLIREBIIEST 0.1~10.0 mg/kg FUFTIE G, A ahFESR IR ORTT R B T 25403)
TVFRAEIT AL o B B R VRS 50~400 mg BT S, A% SRR 233 i
ZIABN 7 AR R R L2k

PRHLXS 251050 77 19 520
bR BE RN, A RIS R R ST &

[ R % ]
LR D9 s fs ££ [ A 2EAT R e PRATE 7 o

BMIETETTH

I A BEAL. XUE 2RI R TSR B 1A S A R . B TSN
A 1500 RBIER>18 &, RHEEERIBFHES (ACR) MIFRHETE I IER $#12
N B E G SRR R 2 3 A A, BRI 4 NIRRT 4 A%
TR EE . B0 4 AR R — RSB B

GO-FORWARD HF 5L HH VAN 1 444 5l 838, IXEEBEEHSZ T 2/0N 15 mg/
JEL R ] 5 SR MTX I697 5 FERIB R RAA 1530, 3 BRI 2 Pt TNF 25
YIRTT o BB FENIEZ R FHMTX . A 50 mg+MTX., Af 100 mg+MTX 5k
Al 100 mg+ZBFNEYT . 28 24 G, 2 BAHMTX J897 B #H U2
AH 50 mg+MTX VAIT . & 52 AR, B gt AP E Ky A7 .

GO-AFTER W 78 P P4 1 BEAE 3525 1 Fhak 2 Rt TNF 259 (BT ik A Ht
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WA TE I BT RN FE L) JRIT I 445 Bl . BEZOEBRA ST TNF 1697 1R
Rl = BRERZ A8 (58%) BRI (13%) FI/E & A BA 8tk 2 M 5
(29%, FERMTREFIEED . BERHLEZ LR A 50 mg B4 100
mg. FCVFEHETEN T 4R & I MTX. MIZEREERZILNE (SSZ) Fl/aiFz it
A (HCQ) % DMARD AT

GO-BEFORE #f 7t i 1 BEATE R4 MTX 1897 &Pt TNF 25901697 1)
637 BNE BN PER RIR IS R B - BEFEYEZ ZRFHMTX A 50 mg+MTX,
Afh 100 mg+MTX BiA S 100 mg+ 22 BANGTT . 28 52 JER, &3 AT
Ky Rutse. AR RS, B2 BAAMTX BT mEE HmEs 1
Qb IR e TR BRI K SO B 2 A 50 mg+tMTX AT .

GO-FORWARD #ff e i £ 2 (FL[R 3B & g 7556 14 A% ACR20
R EE T, DUKEE 24 JEREREVFE M4 (HAQD P4 X T34 /K
PRI . GO-AFTER A/ 50 1 3 B2 f 2 7R 26 14 JEIAE] ACR 20 M1 B 3%
B4k, GO-BEFORE M 7t i (1 3 [F] 2 B4 A5 24 JHIEF] ACR 50 M)
BEE LR 52 ) van der Heijde- modified Sharp(vdH-S) 143 Al -
LA . BR T FEZEA AL, BV T AR X R SRR AR AE . 5218
FRE S EHRHLRE R Al FREAH O A T T B R

MAKSKRYL, BFA GO-FORWARD 1 GO-BEFORE £ %5 104 J& LK W7
GO-AFTER £ %5 24 Ji, EAH 50 mg A1 100 mg & HHH H MTX ()7 %0,
R I EA GRS S 2 57

JERAE A

% 2 1 RIR T GO-FORWARD. GO-AFTER Al GO-BEFORE #f 5t A 50
mg AT 14, 24 F1 52 I EE ACR 451, fild T~ . FEHHARALZA)ENE
YA (55 4 J3) I IR 307 %5

7t GO-FORWARD #ff7tHh, 89 & bl AA M 50 mg+tMTX 4, H
A 48 I EAEFEEE 104 AR S 4ERHZIGIT . 1EIX 48 (5, 1 40 Il B35 1E
%104 JAIAE] ACR 20 Fi%F, 33 #HlEFEES 104 JAIAE] ACR 50 B, 24
B ERHE AR 104 FIAE] ACR 70 M. (E4EESINIT R HFEZAMIGTT B
i, AR 104 F 25 256 FE R3] ACR 20, ACR 50 85 ACR 70 R H 47
LEAHALL

7t GO-AFTER 5t H, ARMIGITAIARE] ACR 20 MEAMEHF A LE T %
BRI AR5 BRE 1 FEZ At TNF 3697 R D .
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% 2 GO-FORWARD. GO-AFTER ! GO-BEFORE X #43  E By s 1

GO-FORWARD GO-AFTER GO-BEFORE
TEBI M KR %, TGS SRIR AT %, TE BTSRRI 5,
MTX 494 REAE RS2 1 FhakZ Pt MTX ¥]if
TNF 2%
il A s gl A bl ENT
+ 50 mg 50 mg + 50 mg
MTX + MTX +
MTX MTX
n® 133 89 150 147 160 159
MNEE, HERER%
ACR 20
EI14E | 33% 55%* 18% 35%* NA NA
24 | 28% 60%* 16% | 31%p=0.002 | 49% 62%
52 4 NA NA NA NA 52% 60%
ACR 50
i 14 JH 10% 35%%* 7% 15% p =0.021 NA NA
i 24 JH 14% 37%%* 4% 16%* 29% 40%
%552 A NA NA NA NA 36% 42%
ACR 70
i 14 JH 4% 14% 2% 10% NA NA
p=0.008 p=0.005
i 24 JH 5% 20%* 2% 9% p = 0.009 16% 24%
o552 JE NA NA NA NA 22% 28%
o n ARRBENL A B TEAS RIS E] S RN S b a] VPN B 0 50T R AN D
* p<0.001
NA: A& A

7t GO-BEFORE W 5tH, 25 24 AN EHEERKIBRT R EH (K 50
mg+tMTX BA2H. A5 100 mgtMTX BEA 405 MTX R4k 5] ACR 50 W&
PR P T I RE M S R AT R L(p=0.053). ZF 52 FRF, fEEfRA
B, A 50 mg+tMTX 4HiAF] ACR NZH B H 4 ek B MTX A
M, HRHZ A FEEEER (R 2. AR IGEIEREERE M XIE K
TR B H NPT TN 8T STERARNBER AL, 7EZhE e NP AR
i 50 mg+MTX ZUR B4 BT MTX #.4.

7t GO-FORWARD #1 GO-AFTER #t 5t H1, {ERRAN T [P [E] sy 56 14 JE A
%24 MK MEFIESEEL (DAS) MEEGIRKE X MGt & X

(p<0.001) . TEWTFFIF UGS BENLIZEANAS G20 HAISR Ak SEA G 7 1 R 38 v — B 4
FF DAS28 MZ/KFRE 104 i . fEUESS IR H AR RIRIT M EE S, N
2104 JH 25 256 JE IR M ] DAS28 N AL

7t GO-BEFORE W79, vFAl 1 EEIGIR N G XCRES: 6 /N H UL E4E#F

ACR 70 N2, %5 52 AN, A% 50 mg+MTX 4H 15%) 815 3 5 BIE K N
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%, MZEFAHAMTX ANE 7%0) B A2 FEZIRRNZ (p=0.018). fEREALIE
AA L 50 mgtMTX AL 159 B EE S, H 96 I B#H LR 104 JI 7584k 4E1%
BT . Hh I 85, 66 A1 53 BB 7E 104 JFAE ACR 20/50/70 Ri%s. 1E
AR EEZ I T IS A R TT B T, B 104 J5 2255 256 A AT LS 2] ACR
20. ACR 50 5§, ACR 70 N 2ZZ AL

R FEIE

7t GO-BEFORE W7t H, vdH-S P43 XT38 28 K P 1 248 4 H VR 4544
IR BIRRIE o 2V J0 2l 3o SR A 2 U T/ i 0 R A2 30 O R i B i S AR
AT s B B R S ORI —Fh e &0 8. & 3 FHAIH TA N 50 mg 7&
HAEEE 52 IR B R,

FETCHAERTRER vdH-S SPPor AT ER KT ek A <0 1 s HE s
[, ASVATHEEE T XA (p=0.003). 7E 104 FWE], —EHaJ4ER% 52 4
MELRN B 2N o (RGBS I TR AR i T AR, SR 104 &
5 256 JAMARIEAAZ 2= N AR .

& 3 £ GO-BEFORE W F .84k ANFEH, 5 52 AR vdH-S BPEAE% FREL KT
BT (SD) A&

ZRF+MTX A 50 mg+MTX

n? 160 159
B
Feek 19.7 (35.4) 18.7 (32.4)
AR T 228 AR L 1.4 (4.6) 0.7 (5.2)"
(4
Feek 11.3 (18.6) 10.8 (17.4)
FEXT T HE LR AR L 0.7 (2.8) 0.5 (2.1)
JSN PE4+
Sk 8.4 (17.8) 7.9 (16.1)
FERET-JE 2R 1 A2 A 0.6 (2.3) 0.2 (2.0)"
@ n RoRBEL AL B
* p=0.015
** p =(.044

GIEYLEET R KA G

7 GO-FORWARD #1 GO-AFTER #5iH, 8 HAQ DI #& %48 %05 M vE
S RNLREFN R IX N2 o FEIXEERFFir, 28 24 J& 1) HAQ DI PF4rAHX T2
s, ARSI a2 7 BA IRRE UG5 5 L W TAERFF
FURET BEALEEANAS S 2] BADARSEA SR T I, AWATIE 104 R IR — B 4ERF
HAQ DI M35 . fEAREEZ I T H 32 AR G T i, MR 104 B 258 256
JE A AR 22 3] HAQ DI 203 1 5 40 L AR AL .
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7t GO-FORWARD #ff 7T, 25 24 JEAI A F SF-36 vF 70 H 1) S AR HLRE % 24 75
PEGY, SRS FEAR S AE TG R . ANIRIT B E 52 BRIA L, WS 2 i AR
KGR EW EGE, BAINKE ORGS0 TFERE FL T UG I B AL e
AN S0 BAT SRR B2 A 697 853, AT 17E 104 Ji AR — B 4E+F SF-36 S 1ALAE
FHEDVE IS . RSNSOI AR BT B H R, S 104 258
256 JEIHIA] SF-36 ErANLAE &4 7 vFor I eGE AL, /£ GO-FORWARD Hff 5T il
GO-AFTER H7EH, Af A 405 Dh e VP -0% 57 B R (FACIT-F)Il &% 57, W& H|
5 VP M EGE B A gt 7

E—TZ 0. FEPL. XE . 2T (GO-RAISE #f70) H, XA
it AR B HEAT T VR o A SN T 356 NE B PR B LM AT 2K
FERRHEE N LE 0~10cm [ I, Bath 38 B VG 25555 (BASDAD
>4 HAEHIR VAS PEr>4]. WK F I B 2 IE PR32 5 #2525 NSAID 5,
DMARD V677, I HAGRIARIRZiE BT TNF 97 MVEShPERom B . BEEE 4
JAG R NS — R A B . R RN A A 50 mg 41K
A b 100 mg 2H, 3 fo i H 4k 45425 DMARD fEBEVE T (MTX.SSZ F1/88 HCQ)-
FEL TR 14 BN IA 250 B A R IT RO AR HE (ASAS) 20 NI B #H
Borte A 24 F, WS4 B e B0 R 7 88U

MRV ES 24 i, XA 50 mg M 100 mg P RIS 24575 R HI9T 3L
PR, RMERRIPH A B AIRKRE X ER. & 4 FIH TR 50 mg FEH
MEELSR, fikuT.

X 4 GO-RAISE A H I E BTG R
N
LRI 50 mg*
n* 78 138
PEE, HEER%
ASAS 20
%14 22% 59%
%24 J 23% 56%
ASAS 40
% 14 4 15% 45%
5 24 4 15% 4%
ASAS 5/6
514 & 8% 50%
5 24 4 13% 49%

* BT LLE: p <0.001
o n AAKRBENLALE s TEA RIS R AR 28 1 S B m] PR 28 3 1 20T e B
NGB
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TERBEZ NI L L2 AR MR IT I EE R, AER 24 AR 256 i AR 3R 15
ASAS 20 Fll ASAS 40 N& 1) B3 LLBIAHALL

TE55 14 AR 24 B W23 fK) BASDAL50. BASDAI 70 1 BASDAI 90 14y
REEA B G E L (p<0.017) . FEFFIEA SRYT fa B E VT CBF 4 JD |
ML B F BB S MEFE ARG Frel, JEH —EH4ERRIEE 24 B, e85
WER I ARG IT R EEh, WS 24 25 256 &R M 22 5] BASDAI 54k
LARLI E 4 LEAR AL TE 18 BB 2 75 & 8 Ff DMARD(MTX. SSZ Fl/8{ HCQ),
DL HLA-B27 iR A 45 ek B2 CRP /KT, HEH 14 AN I ASAS 20 M
BIReSRAR F 8T AL

TE2E 14 FIFIEE 24 F{EH BASFI AN TR K T B WA S AR HLRE, &5
REBHAR RGBT RENE T GUHLEE. 7258 14 FIAIEE 24 A SF-36 RS
S RHLAE DA S Ag FEAH DG AR 35 T &, R BIAS R YT 38 G T B R AR TE T =
AR HAEZ AR B, B 24 FESE 256 FEFENLEEAE A 4%
Jo7 B S AHALL

RS NF

FRIEIRTT 28 SREMEERA S —ERE I AR 52 AN, 7£ 5%
(105/2062) [HIH252 A SiG 7 1) 838 wh o e I G 2 W (BTA) VR A I 21 S A1 A B
Lk, JUT A PR LEAR SR EE T # R S 4 R o 78 5 Bl SRR P 5 s R
WS B R A AL B MTX 1697 4174 RIR ik i 8 35 LK &
A MTX BIA S50 4, 30498 3% (41/1235) 5 8% (64/827).

LR BPTHUER B AALE T B 20 S A I M R AT m (L TAR
Mo BT IRIAR BEFTHUA P B B>, H AT A R XAIR B diht
5 I PRAG 35501 B 22 4 PR 2 SR 2 TR] B A Gk

G B S 73 BT SR BT R A 29 8 BRE 8 D7 V0 58, ANIE TR A S R P A o AR
5 H A2 AT b

[ZEEHE]
ZE/ER

LHIAR B — MR TNFo B reBESTiE, 715 AnTE R A TNFa
ghity, 0 TNFa 5HZREE A, NI TNFo AV 05

EARAMRGE B, SRR BT AT TNFo A S RAEY #0135 TNFa i3
SR A MR IE R R T (B-£8 3K . VCAM-1. ICAM-1) HIRIEFIE % 48
MaAF (IL-6. IL-8. G-CSF F1 GM-CSE) ()43

BEPIA
wfe

[ AR T JE ICRIA BT st A% S PR T
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A TE E

E—TURHPT/N BR TNFo [FYESTASE T F/N A B D8, MRAEE
JIA WL B AR

TE—BUR FH & BT MR IG-I6A 2 B R, SBG TIERE —4
WIRE R PR B R IESHA T RAFIAKR B BTIE S0mg/kg/ IR (L1 R E K7 N 7 =
(MRHD) [ 360 1), K ULBAE ARG M. IR 2 ZA 4 R
LRI ILRE i B, BRATE AR gR A R] 2 8 T XA B ht . fERIHAL+, =W
TR XRAR TR T BB K & B

E—TE =k B BRI, S8R TR . 5 =2 DL AL &
JE G VR T VESHES T X AR BAHTIA 50mg/kg/vk CBRARFIGAT I 25 9 J 43 ) 20
N KRR M 2GR FE 1 860 £5F1 310 £i5), RHKRIZIATHEK W B2 40
FIAEZR AR 6 N, MG 6 KRR BRI REE . SEBEIGTE IR A
M FLHA R T R b, R LB B & BB

TE B B F = 1 R B BRI, SR ORI PSS T R BT, S
AL B SRAER T, R B 2R B MIE R L 1/400.

WEURMAN] 1gG Piikvnl@ S G f R, BERIEIRIE S THUiRIaTT G HAE )
W) LI mr kil 2 1eG Pk . KRR BHHZE—Fh 1gG Pufk, H TR RS
T RFIARBGIGIT G A LR AR B GR RS T Re g m, a8 6 MHZ A
PRI, RESEAEMEOR WA 45 25 S FIAR SRPTIR T, RIGES 6 NA W, AEBELEL
BEAEE T -

Bow Tk
1 AR T Je ORAS BT R B0 1 6

L5 ]
2~8°CIEHCIRAT
[E3]
A ERIES 28 (1 By fRF 0.5 mL B, A —MEERE L CR
W), AR 2 DA A SR E OE RS A ABD.
ARG 1 /&
[E%3]

24 M H
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(AT AR ]

2y AR HE 7820210049
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5 241k % $J20202003
(@R RZEIEEZ PN

% FK: Janssen Biologics B.V.
VEMHibE: Einsteinweg 101, 2333 CB Leiden, fij ==

(A= 4lk]

M #FR: Cilag AG
EFE k. Hochstrasse 201, CH-8200 Schaffhausen, it

[BEREERA]

AR TUL AR 24 IR W]

FE L s BRPEAE PO 2 T ol X R R M St R DU B 19 5, BRIAA
VO 22 T i X m R LS 4 S0k E bR 17F

ML gmiD: 710304

HLiE 515 400 888 9988

fEH 5. (029)8257 6616
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5 FH i B

R BATHES Simponi, LT EWEF ARKELRIIZE, FWE

ITHER NS . IREMAREZERE, FRABKET A RZHEIIRE.

TEAUL B A4
1. AERAE T 28 =0 O 2%
2. RPEAUE SRR AL
3. IEHZW
4., FHZ)E
TE (WE 1D EBRT“Smartlect” T 76 2E 2073 5 28 (R AW o
Gt %® WEE A FER IS
LY
G E-S .5 R GEei
K1
1. EEFERAWMARERNESTS

AT AR ) 2048 SE e S A TE A s
FERDZES 5 25T, DIZ0R Ordr il A TTE S SE S o EHUT .
IAREUT, BZ0R e B E M A ORI g o b, DLBE S S ko

REMAEAENSHHE

REWRE AN 4%, AR
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o THFRAEIIE S AR AR AR LA
o WIAREMIFIEIY 50 mg, RORIRAT—SCA N ) 50 mg e A T
s

KEA RO

o IAITHIES ARG EHA RN,

o fuAMFEENENS LMAERI (LL“EXP™E7R) -

o WROHEIARIY, VIZMEM A EN 4. TEA AR Z A K
BJE Ko TR I B2 A B 7 55K 35 B

WA ZETH

o TuATITEREATESS S ORY R A ) 2

o WIRLAEENI, VIZMEMZITEEAGEN 4. THICR BN B A B2 5
TRA

%55 30 0, ETARERENBEI R

o N THATRENAT N, R IFE B AL &8 MG TP U 5 A2 =R T CE 30 0,
I JLE

o ANEEAH AT FInA I 78 28 s (B, A ZE AR B K IO

o (EfFHBNES AL EIRMIE, VIZVBCN VRS AR

I AR R

o (ERESEAFIIA], SR DIMER IR T R R R A, BRI IR . HRBK
BREDAT AN 4%

KB M E B A IE N 2RI

o HMWIFRENENSNREGREBRE, R ENBEEREILE (FE
BAOLE) LB RRE . IR RS A D E AN B B A i R
BT

o RWRESMERI T, ZZAIEFIR

o IRMBARIBEAXS . TRMECE A RIRRL, 52118 Iz B AT 4
IR ARG DL, IR S B A B 5

2. EEEMHERESTERAL(LE 2)
o CRRZZGIEN KR ERHTO
FTLAFE LT N BN AEAE (BRALIBT IE T 75 40 5 K HITAR SN V5.
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DIZICE SRR #4005 0P SEERCIRS R AR A X3 PN BT JE IR B AT YR
R IX 45k A 5

IR TR B UES,  NAEA RS BEAT VRS -

AT X
& 2

A\ BTG, LU T S KRR B RS

VeF BT S AR AL

FIIE AR KA R e T

P AR A R B S B AL

VES AL KT VI A AR AL e X B X
FERATIESS AT, V)20 B KA AR A5

RS A
HER IR A AT, ANEHCR PRIIE o
BON RIS, NAE 5 70 Bl NIESS 259

BT ERYIE (B 3)

HER IS, BBl Ry AT B 2 A
P ORGIE,  SLRPREHE B
AR RIIE S P2, RO AT e B sy S 4 A 02k .

IR e SRS B R, MRS IER fR eSSk b, WE2ME . R A
VIR TE) Y N0l e S Bl TS B T U R
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& i 8

A3

KU RERENRREERKE (LB 4B 5) , AEEEREK.

& 4

o —ATHAERGEM LT, FiEtEETTRERT .

o MRV ETERIE, HFRATHETMEK. WIRWFEE AL s EE N T
REFFANRE, SATET SRS A XU

o IEZHRAERAL, LA SMERIBI
o KRB GE T R LN, 206kl T 2.
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& 5
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