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Ambrisentan Tablets

TR
E)EE-EMEOLSTEICIVERTSZ L

F@HF*@%%%%D31%%]
PR XA IR L C WL B RTREME D & 5 2 (9.5 SHE]

2.
2.1
2.2
2.3 RAIDRGTIC LBBEEDREFED & 2 BE

3. #HERK -
3.1 #8Ak

PR

BROEESY

BAE | (] geeh)

ANl

LKA, BREILO—A, 7027 A
H—2Z2F b UL, ATFTY VBT
Ly BYVEZLTILI—)L ERITFALD).
~27uaI—) 6000, BitkF¥>. LT

Ty7UE
P
2.5mg

TrT)EY
5 v $E 2.5mg
1G]

3.2 REIDOMIR

e @ - Al ﬂﬁ“ﬁ ké‘é HE RERTR

RIE

& ® =

HE

TrI7UkY
% v §E 2.5mg
1G]

HED 7«
NLd—T
€ THE

77V
sy
2.5 JG

BEE Ex

7.0mm 3.7mm  147mg

4. MEEX SR
it B 2 i = L FE A

5. ZEENIFIRICEDET HER

5.1 WHO HREDEEZ 5 A IV OBEICB T 2 EMER R
EHESL LT W72,

2 REIOFERICH Tz > TE BHOBEN A TV E25EIC
BEOER ZHFT A &,

3 BRI = L OVWRIE IS+ D M3 R OB A2 E T AR
s & T KAIOZRS S HEY) & Hl s N5 BE G L CHEA
RERTH &,

HERUHE
BEKACET7T Y 7Yy LT5mg % 1 H 1 ERO#K
59%, 8. BRICECT 1 H 10mg 2#82 7 W CHE
WEI 5,
RERUHAEICREEY 3R
TUBRARY v EHAT HHEIC

5.

5

& ARFNEERA 1 H 1 [\ 5mg

ZERELTHRET S &, [10.2, 16.7.4 ]
8. EELBEANIER
&1I/FtU/m*¢ﬁhi(HM)@E5ﬁﬂﬂ@$tﬁﬁ

BOLENTWAD, KEIOHRSFIAETIC
mb\&5¢uﬁw1uﬁ% 126 CCEMMIC, Ak RERE %
EHLEZY -5 &, REREFIC, BROICEE 2T 2
J NSV AT7x5—F¥ (AST. ALT) EF. FFEEDOMEL L
AT I NI VAT 2T —Y LR, WEEESFEE LBEIC
EARF DR S 2HIET 5T &,

8.2 NEZ UL VEARUOAT N Yy NEADHE BATREMED
HO. BMICE ST H 5720, HESHANROREHT
1 » ABICIBREZ2ERT 52 & o, 0% LEICH
BEREMTAHENET L, [9.1.1, 11.1.1 =]

8.3 KAIDEEIZ L BEM/KEOMEN R SN G L. Mgk
IREAZEMREDOMREE A2 ER T 52 &, [9.1.3 SHE]

g R 2 K

8.4 REFEMARMIE (IPF) 2R & LR RABEICB VLT,
AAENE12 LD IPF OFFREEE ) 27 OO REES TSN
fwéo%@ﬁﬁk%&é%%%ﬁ%%ﬂ&ﬁ@%ﬁt$ﬁ%
59 5B, FEHEEORR ICEE U7 MEIREsRHE IS S
578, REEEICLBIVRTERSXT v hEEE LI ET.
BEOR B2 EEICHTT 5 L, [15.1 2]

9. FEDERZEFIZEBICHT IR

9.1 SHE - BIEEEDH D EE

9.1.1 EENEIMESE

HMAET ZEFZNDH 5. [8.2.

9.1.2 MEMmNESE
MEEMASHEEST 2 DD 5, [11.1.4 SHE]

9.1.3 IEfiREAENREER T 2 EE
KENZHRE LW ENEE L,
(LS B®2BENNDH 5, [8.3 ZHE]

9.1.4 HMMDERAFZET 2EE
HIMOBEEICERT 52 &, ERERREBEICBWCERMZ
CHIMOBIEASED SN TN,

.2 BiEEEEEE

2.1 EEDBEEDHZEE

INGDOEEENRE UZBEREABRIZERL TR,

3 FFiEElEEEE

3.1 EEOFESDH S EE

BELLGWCE, HETEERFEELZRI LI LORENDH
%o [2.1. 16.6.2 Z&]

3.2 PEEDEZEDH 2 EE

AEOMABEN LR T 2BZNPH 5. [16.6.2 SHE]

3.3 BERBRIO7ZS/ SR T75—E (AST. ALT) D
WINHHEE(E LRD 3 S2BA 2 EE

FHBEREZEEI G L2BZTNDNH 5. [16.6.2 SHE]

9.4 &iEREEH I 5E

AEIOBEIZBE L, RS 2 R[EEE D H 5 ZHICIELITICD N
TIRE L. AEICE U THREGHIILE 5 I E I IR
BWEZIT> T &. [9.5 BHE]

- RIS ARE] 2 R U 7Z5 & ORI IS RIT T fE .

- RENOHGFEZISEELBEIREZRAWS 2 &,

R LGEE L EZF 058V H 21551213, RIS
IEAET BT &,

.5 Him

IR AT R L T WA AR O H 2 L HEICIZBES Lana &,
Fv MERTIHFIZTBOLWTERAOESEE (v NROTHF
TWRHTE - & - OFORFE., 517y bTIDLEFRRKRIE.

11.1.1 28]

IDIMEROREZE L <&

ﬁ%%é% FRERUMRORE .. EREERR &L, £E
BiR) PRHSNTWV 5, [2.2, 9.4 ]
9.6 Eﬂ.ﬁ

AREREGHRIRAL LW EPEE LV, BFY (Fv b)) I
PR 15 B2 5 531%4% 20 HE TROKS LR, HERER
ROBETFHVROONT NS,

9.7 INE
NEFEZNRE U BRRHBIEE/ L Than,

9.8 S
—fEIc, EFEERESETLTWSZ &N 20, BRI
BOLT, REMEEOZ ZEE, SHERETH -2, &
ETRAERT 2 S < EEFAPZVERPRBS N,



10. HEEH

10.2 HAEFE HRAISERTRIL)

B

BRRAER - $EE T %

WP - fEbRE T

YruARY v
(7., 16.7.4 ZH]

YU ARY Y EDH
Rz kv ARAO AUC
P2 510 B & O

HM A EFIIARETH
BP0, VIUAAR) V&
OFFIC & D AF oM

EHENHB. HHT S5
AIIE AAFNIRA L H
1 [ 5mg % ERELT
‘595 L,

FREP LRI S,

1. 8EA
WOEWERD H 65bNBIERHHDT, BELZTHITITV,
BEPRD ONBEIIIHRE 2 FIET 5 % S 4 E %2 1T
5 &,

11.1 EXGEIEA

11.1.1 &M (7.6%)

ANETOECVED. AT N TU Y VRSB DS DNDEZEND
%, (8.2, 9.1.1 ]

11.1.2 (KT (BEEARHA)
BREPRDSNTBEICIIRFNIER T 200, EEEERD
DARZICK 2O FERERZ KR L. AFO®FSHIE, FIRA O
BELZEDMEBEEITH 2 &

11.1.3 DFZ (1.5%)

KRR ICEEL, DA HSDLNE EDH S,

11.1.4 FEEEMERR (BEEARHH)

BEMEMR PRIV IEEST 5 DD 5. W, FEIRRE
HE, EORE (1828 SFR0LNLEAICIE. P,
ICHIER X 4. BREE CT. M~ —H—S0MEE2EHT 2 &,

DEEICEDARZE&T) IRTEHL T T RBEEREB L TE
R EEBTEZL A 6N (KRAFSEE 329 4 90 il (27%). 7
T AREE 163 FIFF 2861 (17%)). RAEEHFIEENTz, [8.4 &
]

15.2 FEERAREAER ICE D < 15HR

15.2.1 v FTIRBHESME. BFEERE. BTHED. RE
BROZHRBOMBMED. 4 X THRMESHE, =ik, 1LEZ
EMRDENT WD, 28, & bOBHAEHEREICHT 28
RHETH %,

15.2.2 & R UK ER WA REARERBRTIIERET
REAROEERENHAONTA, HEZHWSERZEALT R
B, v MRV A/IERBEROFAEE DNA &EGRER O
Rz Tth -7,

15.2.3 7 v FCIEEBORERVCEFRNMEBESP A SN, 1 X
TIERIEOADRD 5N T W5,

15.2.4 7 v rOREBRSHEEFHBICBWT, &% 7H» 54
%26 H, 36 HXIZ62HET 1 H 1 EREO®KS LIER &2
HIFRE . HIFN., KEROERONEEOREIFROS5NT
W3, 28, IMOREEMZNELIIED 5N TR,

16. Z4EHRE

16.1 MRE

16.1.1 BOigs
RERAB®ICT > 7Y >y > 2.5mg#) | 5mg X1 10mg % B[EE O
BE Uk, 770y V3ES P ICTRIRES ., #5510% 2~2.5 B
(FhRfE) ICEEMERERE (Cmax) 12 L7z, Cmax KOS FEE-
FERE AR FERE (AUC) (ZFAEOBEIMIZITHAI L CH#Em L2z, HERY
B (t12) 1389 10~ 19 B Td - 720,

K1 EERHEOBRSROEYHL/ ST X -

RENROONLHEIE, BEEHIEL, ABEEFLEY #5R () |Cmax (ng/ml)| tmax () | (ST e ()
ﬁlj@#&%%ozﬁ@t}]&@ﬁ%ﬁé:go [9.1.2 2] 2.5mg® (11 61) | 178.7+32.05 [2.5(1.0-4.0) | 1438.8+372.60 | 10.0+3.62
11.2 Z0fthDEIER : Smg (1141) | 362.0+42.53 |2.0(1.0-4.0)| 2944.5+608.55 |13.6+4.83
10%EL 1 10%Ki AW 10mg (12 1) | 766.8490.68 |2.0 (1.0-4.0)|6894.1+1612.50| 18.8+10.98
B BEIERIC (M A ERE, tmax SRR (BE)
- P, ) ) AFOHAKRARE 1 B 1 F Smg. ERICELT 1 H 28
; - - bag 1D X SEHEE 1 B 1[E5mg. FERICE LT 1 H 10mg
kil L HEL A RECEERRETH 5.
TEER g WAL giE, (KE 16.1.2 RiEBS5
EAED B, P, R BB AR = M E5E (PAH) BFIC7 > 7Vt 5mg% 1 H1
Ty 2 TG REE, H& | 12 EMREROHRS LR, 5% 4 KREIC Cmax ICE L. teld
s, BRIREESS 11 B cd o7, EHIRBITBIT S AUCo24 13 8337.4ng - h/mL.
. B, 18 Cmax 13 674.3ng/mL TH -7z,
Wik Jou uﬁufl : Ei, 7T Ut sy 5mg KO 10mg #BE L0 E R RERIC B
> P IR ERIRUREE 2~4 BEOMET7 > 7 £y VEEIIE 2
NI VAT IF DEBYTH -2,
i —vER
- —— — #2 A PAHEHICT Y7 U+ ¥ Smg %0 10mg 5o M
SHIER AR 755 i TYTV Ry B GERRE)
REEE (BH e M7 > 7Ly sy | MER7 > Tty e
iR %), BRE A RSB (EAR) #E (ng/mL) : #58/1 | (ng/mL) : %5 2~4 Bk
e 5mg (28 fil) 147.8+157.2 635.2+260.7
ki3 H ek 10mg (17 ) 263.3+265.5 1083.2+318.9
A R

F 1) ARKENICRET 5.

F 2) BN OHIIRICE W T RARSERICFEB U 7 FFIRE
PHESN TS,

13. BERS

13.1 fEIR

ZAF| 50mg %O 100mg (#EREEHED 5 £E25 10 5) =@
RN ICHERS L& 2 A, RRlE QBB ST ETE 20
. WL, EFEMEO T L. BLORUEHASER L.

14. BRALDFER

14.1 BAIZIFHOER
PTP A D#HH|IZ PTP — b6 BOHE LTRAT 5L 51
HILHZ&, PTP ¥ — bORMICE D BLHIATR A BB R
AFIAL, BICRELEB I L THIRRREOEE L SHEZE
FRTHEND 5.

15. ZDfDER

15.1 ERAREFAICE D < B3R
BISHCTH 27, BHVTEM S N R RIEMRHEE (IPF) B
492 5] (55 ZMEMmIMEERE 54 4]) 20RELZTTE
AT AR ER PR BB OO TR DA SR IPF DIRREDEAL (FEIRER R

16.1.3 BEEFYENHERRNT
TR AR OB A PAH B 1251 2 BEFEYBEAT ORBE, S, &
BROERNET > TV ORISR ELFELZEZ P>
72 (HEAT—%).

16.1.4 EYZHIESEEAER
TrT7Utry U 8E2.5mg [JG] &7+ ) 7Y A$E2.5mg &, U R
F=N—FckDENZN 18 (77 )Ly E LT 2.5mg) EEFE
BB IC R ERR 5 L TR 7 > 7 ) b oy B R HIE
L. Boni-EmeERe/t7 x—% (AUC. Cmax) 1220\ T 90%FHEX
BRI THEEHRIT 217 > 72488, log (0.80) ~log (1.25) O#HIFEHNT
HO . WEIOEMENE SRR S N,



300 o TYT VY E25mg [JG)
—e— YT ZA$E2.5mg
250} Mean=£S.D., n=21

6 3 6 12 24 30
HE5H O (hr)
K3 EMHEST A%
HEIRT A —% BENT A=Y
AUCo-30 Cmax Tmax T
(ng - hr/mL) (ng/mL) (hr) (hr)

TYTVEY Y U
2.5mg []G]
PEDRDPS
2.5mg

1584.1+317.3|212.52+40.90| 1.67+0.76 | 8.90+1.79

1574.3+375.7|209.53+30.17| 1.81£0.89 | 8.97+1.59

(Mean+S.D., n=21)

MBI ONC AUC, Cmax FED/83T7 A — 13, #HEE OER, AR
OFRENEE - BEFOHBEMFIC K > TR 2TREMENPH 5.

16.2 ORIN

16.2.1 REDRE
BEBABEICT V7)) 2y 2 10mg 2 BERIEEE (RN ZH
&) BEREOHRES LR, BRES TIRZEERRS EHE L. Cmax i3
) 17%IER L7225 AUCo4s. RrmMBEPRERZRME (tmax) RO
ti2 ICIEBERD s h 5725,

F4 ZEREEARBEREORSGROEMHE NI XA -5

%58 (f%) |Cmax (ng/mL)| tmax (h) (n/‘g“fij'rfm tiz2 (h)
10m£:ﬂ;é{ﬂ) 766.8%90.68 | 2.0 (1.0-4.0) |6437.3+1487.68| 18.8+10.98
IOmgﬁ%ZﬁH) 637.14102.65|2.5 (1.5-4.0) |6251.9+1389.96| 19.9+11.20
T R, tmax (SR (FH)

16.3 £

Invitroco7 > 7Yt >r% > (0.2~20ug/mL) Ok +MTEAEE
FIL98.8%THo7zo Fiow TV T VRV FVIEEIITILT IV EHEA
L (96.5%). —#fid a-BEEREEAE EHEE L7,

16.4 X3
TYITUkryy vidin vito ©UDP-Z Vo0 vEBEEBERO
UGTI1A9, UGT2B7 RU'UGTIA3 Ic & 7 Lra vglagsh,. 20
ftiz. F b7 —24 P450 (CYP) CTEELMICREE=hD, CYPIZKS
RHFHUTIEEIC CYP3A4, —iFIC CYP2C19 KU CYP3AS AR5 57,

16.5 HEtt
TR A B2 MFRUPH ROUC R L7 v TV v vy v 2 BEREND
BE LROEEIMERIIFT TH D . BEREOK 40% P RELIE,
#921%7 AKER(iR & LCERICHRE S Nz F72, RPICIE, BE5E
DK 4% PREE, 19 18% WREAUED 7V 7 0 Y IaEEK O 4-7K
Btao 7Ly o v ERaE S LTHRtSh Y (MEAT—%).

16.6 HEDERZHIDEE

16.6.1 BEEEE
BREEREICBIAT7 VTV LYY L OBEMERIIHEFT SN T VAL,
TrT) Ry ORI IIER CH L0, BEREEETIE. T
> 7Ry sy OMPEEY LRSS R IEN,

16.6.2 FFEEEE
FBREBHICBIZT YT ULy Y > OEMBEBITHFTS N TRV,
77ty . UGT RU CYP TREfsN7-0. FEEEET
. Ty T VR oM BEN LRI AEEESH B0,
[9.3.1-9.3.3 &H]

16.7 EYMEEER

16.7.1 (RHEERIC R THE
FEEFRRBRICBOTC, 7o Ty VIEE I RO THRHMER 2 HE -
BELEPSIZENnH. Ty Ty yrpnIne ORBEEBERTRES
NBHERIOENENICHEL T AREEFEVWEEZ SN S,

16.7.2 EZRINS VY AR—I—ICRIFTHE
77Vt r ¥ Vi in vitro T P-HEEEE % O organic anion
transporting polypeptide (OATP) OEETH 5. /- 77Vt >
% >3 in vitro © OATP1Bl. OATP1B3 K& U sodium taurocholate
co-transporting polypeptide (NTCP) #HZE L. IC50 & ZhZh
47, 45 RUKI 100 uM TH o720 7> 7Vt > % VI in vitro T P-HE
EHE. bile salt export pump (BSEP). breast cancer resistance

protein (BCRP) %0 multi-drug resistance protein-2 (MRP2) #%[H
ElLLho7 20,

16.7.3 CYP3A4 [T 2 FB DRSS
BERAZNRICT > Tty 3 CYP3A4 2 FHE T HapEMEICD
WTRH 6B8-L FOF Y aLFV— LEEZEEE L THRE LR,
TY Tty I CYP3A4 #FE LA o2 HEAT—%).

16.7.4 ¥70ORKY Y
BERMABLZIC, 7Y 7 )Ly y >y 5mg REKGRICY 7a AR ¥
100~ 150mg %= A L7z /&R, EEREBICBIZ27 7y 500
AUC 38 2157257z, Y70 ARY > 100~ 150mg % RIEFZ LG I
Ty )y omg #HALER, 7Ty VITERREIC
BUIAHY7OZAR) VOEMERICEEEEZ mH 57215 SHEANT—
)0 [7.. 10.2 8]

16.7.5 & haF VY=L (EOA : BARHES)

BERAB®IC, 7 b a3F V=)L 400mg REFSEICT > TIEr 5y
10mg P L7z#ER, 7> 7Yt >4 > O Cmax KU AUC I3FEGA
BRCHA, 22N 20% K% 0 35% M L7210 (SEAT—5).

16.7.6 U7 VEYY
BFERABLIC, 77 ) Ery > 10mg RIEFRSEIC) 770y >
600mg #HALIZER, V7 7 Y VBRI T > Tk r v Y
O AUC O—BHEOHEI (82 15) PROSND, V77 ET V%8
HREBRBERICE. V77 Y EY YTy TRy 7 OEMEIRRIC
BrEZ o710 (MEAT—%).

16.7.7 BROBFFE (TF IV IR S IF =35 ug RE/ILIFRFTO
¥ 1mg 2H)

BEA RIS, 7> 7 )y y v 10mg RIER S8 IR BT 2 6
AUIER. 77Uy VT F VIR NI VA =LKD' LT T
250 OEMBEBICHE L5 L5729 HEAT—%),

16.7.8 YIAF¥v
EBABEIC, 77V tEr %Y 10mg REKZSGH Y ITFY >
0.5mg ZHA L7=fR, 7o 72y Vg a% v 0 0EyBIREICE
BrEZ o7 MEAT—%),

16.7.9 ZXFSY—=IL
FATTYV = K B MEFRE(LFBER OENBREICEX 52X E%
i 57, PAH BE CORMBMAHRBRICE T 25MBRLT -5 %
T post-hoc B 21T 272 & 25 AT 5V — LR GEE & JEGE
F#HEHTEIRDON LD 720 (HEATF—),

16.7.10 ZDfthDFEA|
BERABLIC, 7> 7Vt2% > 10mg £V ILFF7 4L 20mg. ¥
5574V 40mg. XIETILT 7> 25mg #HALZIER, 7T
LU H L OEMBRRICELERD SNE D 0T, ER T YT IRV T Y
WBYNVFFTANIFTT 40 TLT 7)) OEYBEICEHEL 52
%52 7220 (AEAT—%),

17. BRERRGHE

17.1 BZERUREMICET B HER

17.1.1 EREE I/ I4EER (RA)
PAH BE 4205 E Lz —F >IN0, JEMEE, FRHERBICE LT,
Ty )tryr5mgx 1 HI1EI12EM. TogHERASHEmE LT
7T ULy 5~10mg & 12 BERE LR, B85 12880
24 ABED 6 SREAITHRE (GMWD @ FEFHMIER) . )L 7 MR REEHE
# (BDI). WHO Offis i FEAEMEES S (WHO #RESE) KoMt
MitET b U LRIRARTF R (M8EH BNP) BEFSR—ZT A1 VH 55
#F L. 24 R OB SHRFIC PAH ORI 22 8E 2 580 7o B 1d 1
BlTH-7- (F 1), 61T, B5 12 BBRY 24 RO MTEEDKE
LEDLNT (F2) YD,
BIMEFSISEE L. 80% (20725 %) TH -7z, EAEERIZ. B
36% (9/256l). BBA20% (5/2561). 13TV 16% (4/25 1), HiT
12% (3/25f). RAEHERE, 2, MEET, FEEO EL, BHEIT,
B 8% (% 2/2561) TH-7-2,

£1 BFHEEEON—ZA54 v 50Z( (BN T/ MHERE)

A #5128 #5248
FEGIEL 25 il 25 fi
6MWD D% (b, m,FHfE+SD 33.49+43.24 | 46.82£52.71
BDI 02 /L&, FHE+SD -0.60£2.16 -0.69+1.90
WHO #HES DAL FEFIEL (%)
i 9 (36) 10 (40)
Z{t7z L 16 (64) 14 (56)
Eit 0 1 (4)
PAH OERFRE 22 8HE D 2 3R 72 Bk (%) 0 1 (4)
BNP 0% ({t& ng/LFHfE+SD -76.86+160.94 | -60.15+248.35

1) FEC. MifstE, PAH GO - O AR, DEFRERAT. Xidftho PAH /A7
BIND 728 OB L% B R 7 B L E



£2 IMTHEOR—25 1 »h o0t (ENE I/ MERE)

A #5128 #5248
REFI%L (25 ) 21 i 16 fl
MiTBIREDZAL, F19fE +SD
EHMEARE (mPAP) ,mmHg -6.29+11.20 -8.69%+13.90
FAEERE (mRAP) ,mmHg -1.12+3.76 -0.69+3.68
IDMREE D L/min/m2 0.67+0.58 0.63+0.62
ffif &S (PVR) ,mmHg/L/min -7.26+7.43 -8.35+£7.64

E ) MRS 1238 ¢ 20 . #5243 1 1541

17.1.2 EINSEMABEER (FEA)
PAH BE ZXRICT7 > 7Yt » %> 5~10mg 215 L7 iR
F—=7r o), AR, EEHE (FER5HR 139 8. ﬁE&
EHR - 164 8/) T 77Uy ouENE (6MWD., WHO
HERETHE. BDL BNP 0#iE) MHfFsni. HBHRTIC PAH O
R EE A R 72 BE 1L 1 Bl Tdh > 722,
“WEﬁﬁ%%n‘;ﬁubFEﬁ‘ci\ 43% (9721 1) Tho7zo FRBIEMIZ. Wi
14% (3/21 ). BHIM, 13TV 10% (% 2/2161) ThH-o7 (HH
FRATAS ) 20,

17.1.3 BHE TSR (BA)
PAH BH 2RI, 77Vt r ¥y lmg®, 2.5mg®, 5mg Xi
10mg % 1 H 1 [6 12 @ME®R FciksHY . 12 8MFEERTTT Y7
V2 v EEE L FAEREOSE TR Z £ L 2SR 6MWD (F
ZEMEIEE) . BDI. WHO #ag7 58, #8E OMETE (QOL) XUl
TRIREDONENRD 5 ni?,
BIEFARHREMEE L, 77Uy U0&E (Img. 2.5mg. Smg.
10mg) ® T 59.4% (38/64 ) TH -7z EHBERIE, &H
20.3% (13/64 f5l) . RIgHEIZIE 15.6% (10/64 ). 585% 14.1% (9/64
). BED. B, ALT #0% 10.9% (5% 7/646l) 2ETH - 7230,

17.1.4 BHETEHEER (BEA)
MmE7 I/ MU RAT25—FYREDZO BEIIT VT )Ly DS
D ERA (Rt % . sitaxentan Rtiﬁﬁﬂ) D5 &F1E L7z PAH &
HEMRE LFEROSE THERBSER SN, CORBOEBNIE,
ME7I/) F IV A7 27 —EREDDITEEIC ERA OG5 &2 H1E
LB IC B AMETY I/ NS5 A7 25—V EEOERBSAEOF
iTH -7 BEHEOFHHEEE DT —¥ bF5NTWVE, CORBETH
5 12B% ICEEBERD 3E2B25ME7 I/ M52 725—F
EEPRBDOSNIHHE L 1 FITH O HFHEBETCEIT Y TI VY
OBREF—BH SNz, 2. Ty 7 Uty y UEREICKD 6MWD,
BDI. WHO ##E5%E. QOL (SF-36) OEN D 57303,
BITEFFIRSEE L. 55.6% (20/36 1) TH-7z. 2 HILLEICHER L
BRI, B8, WAL 13.9% (% 5/36 ) . RHEEE 11.1% (4/36
Bl) . 1ATATER 8.3% (3/36 ) TH o7 (FRIMFITER) 30,

17.1.5 B EMAEHEER (BEA)
PAH BEZMRIC, 7> 7Yty > 2.5mg | 5mg Xik 10mg % 12
EAMER T TRES LZRA—F94 075t ABoENMHERE % 2 7
BREHE L CHEIAT LR 7o 7V v ¥ VIRERTIZI T B RBC
HANCEEFMEEE O MWD OBEBRBENRD SNz 2707
Dy 7 UHEBETIE T T B RBICHATOBIREHEEE O FE 48
EPRD oM, MEHBNPBELARICETLE (R3). 610, TV
TV I UHEBRTIE T T ARBHICHATRNREHEEE T H % PAH
DEERI L EE L0 5 £ TCORBPERIGBE LY,
BIERBBEEZ. 77 )2 % V&R (2.5mg. 5mg.
10mg) ) ©39.5% (103/261 fil) T -7, EHEIERIE. FRH
9.6% (25/261 fill) . KAEMEIZEE 9.2% (24/261 1) . &FA 3.8% (10/261
Bl) TH-73,

£ 3 HIMEEEON—ZF 1 V6 DE(L (MBI MAHRER)

r e TrTUEY
5 7I%AR | 2.5mg 5mg 10mg Y opte
FERIEL 132 4 64 i 130 1 67 il 261 4l

6MWD DZAL -9.0% 22.2+ 35.7+ 43.6+ 34.4+
BmPELSD | 86.22 82.67 80.18 65.91 77.51
BDI 0Z{t&, 79 | 0.40+ -0.20+ | -0.34%+ | -0.88= -0.45+
fBE+SD 2.46 2.17 1.96 1.93 2.01
WHO #HESED
ZALEGE (%)
uE 27 (20.5) |10 (15.6) |28 (21.5) |20 (29.9) | 58 (22.2)
Zitz L 82 (62.1) |51 (79.7) |99 (76.2) |44 (65.7)|194 (74.3)
=ik 23 (17.4)| 3 (4.7) | 3 (2.3) | 3 (4.5) 9 (3.4)
QOL(SF-36 & f{£| 1.07+ 3.86+ 3.34+ 4.52+ 3.77+
HHE) FH9MELSD | 7.64 7.14 8.30 7.16 7.73
PAH D& KA 72
BEED 238074 |20 (15.2) | 3 (4.7) | 6 (4.6) | 3 (4.5) 2 (4.6)
BRER (%)
E 1) FEC. Wi, PAH RO 20O AR, DEFRAMM. o PAH mESEMN

D7D ORI L USFHIFEEIEICEEY U7 ORI IE 2 BRRAY 2 H58 & E 2

17.1.6 BASE DEHER (RA)
FEFREOE THREICSI L7 PAH B# 13, 0BREHRSHERICHE
FTU. Mt L TR SFHEEE 2 3 LR, 707Uy s 00
SEHER (MWD, WHO HrES S, BDI i) 1349 3 FfbBBEH

MBI,

F7-. PAH BEOAGEHRMZHME L ER, 7o 7 )y &5 1 &
BOEFRN 3%, 5 2 EHOETFERD 87%. 5 3 EBDERFR
2 85% TH 73,

BIERRBESEEIL. 707 )y V48 (Img. 2.5mg. 5mg.
10mg) ® T53.7% (29/54 fl) TH 720 5%BLALICHILL 2 BIfEA
3. BFA 14.8% (8/54 fl) . FRiEMIFE. A 7.4% (% 4/54 ).
FHEDEN5.6% (3/546l) ThoT (FREMBHTER)

F) AAOKAKZERARIZ 1 H 1 HS5mg, FERICECT 1 H 10mg i
A WHEATHEEETH S,
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