20244E3 H 83T (5100

Bk ¢ ST
FRHEAR - 3664 ]

VIR TE A (PP AR BV - R iE)
T U AN IAEN S

L HINY 0D 25me rams <)

BFEERRIEES
871190
ARES AR5TRAgA
25mg | 30200AMX00850
50mg | 30200AMX00916
2020412
75mg  |{30200AMX00851
150mg | 30200AMX00852

LA I\NY 20D 50me rzms ik
LA INY 0D 75merzms ik
T INU Y 0Ds 150me rzmst)

Pregabalin OD Tablets “TAKEDA TEVA”™

S k)

L5 EE B S
) - RRIE QTR L VT2 2 &

2. ER(ROBEICEFHBEELENIE)
ARFN OB Ui OBEHE O & % B H
3. #HRK - MK
3.1
Wi, 7°I/ﬁ‘if“J fODfE 7°l/77‘i§") fODﬁ‘k
25mg[ EH 7/ | 50mgl #H 73 |
AR | 1gEd 0 FLANY Y 25mg | 1R FLANY Y 50mg
D-v>Y=h—=N, A VYINVKAY, TEXANVT 7 2H)D
wmH) Ay D-%y= b= FYETITTF VT IR, A2
TUH—A, N=Y ¥, TR ATTV VB IAT YA
Wise 7"1/77“1‘0 fODfi 7’1/7’7“7i") ‘/_OD?E
75mg| HH 77V ] 150mg[ ®H 773 ]
B | 18Ed - 7L ANY) v 75mg | 18EH - S L ANY ¥ 150mg

D-wv=b—=)b. £ VNKHWY, THAVT 7 LH) Y
Ay D-wv= b=V byETRITF T UERY, XY
TU—A, N=Y ¥, B ATT) VBRI AT YA

3.2 AOMERK

aImA

FLHNY Y | FUHAY [ FLas) v | TLasy >
W7e %4 OD#$£25mg | OD$&50mg | OD$E75mg | OD$¢150mg
[RHEFN] ([ TRHET ] [TREFN] | [TRET /Y
o - FE 18 0> E1PE DN i 3 e
f,)\'g\, i'\’\“-'/\‘
v
Ts0° 75°
— \ ) \ | |
A (mm) 6.6 8.1 9.1 12.1
JZ & (mm) 2.9 3.8 4.3 5.1
it (mg) 90 180 270 540
4. FHEEXIINFR
OEEEER
OEMBHREICHEOER

5. MEERIIHRICEET 33E
GEMERRBAE (C 1 5 &)
TRMERGFEE DB, SKEN) v = F SO G5 (B KD
EB 22 3 SO SEEICEG L. TS SN HEI1co
AT 5T L,

_1_

6. AERUVAE

(R EIEERE)
JEL RAIZEIHEE LT L AN Y1H150mg% 1H2E2 55
RO G L, 2O%RIEM L AT TIHH R E LT300mgE T
WS %0 b, e, ERICI DETHET 225, 1HREHER
600mgZ iz 22 & & Ly WNSTH2MNZ T TR G- 5o

(BB RRIE (5 &)
EHEL RN AHEE LTT LAY Y1H150mg% 1H2
N2 TR G- Ly 2 OBRIERI EAT TIHHEE LT
300mg ¥ Tl L7, 300~450mg THEFF S %0 A, AR,
FETRIC X 0 S 5% 1H RS HEI3450mg 2 2 %\ 2
L. WEFRBIH2ENI 3 TRIRSG T 5,

7. BERVARICEET 335
7.1 KEloPh &Ik 5546121,
HalmT s L, [8.28M1]
7.2 ERRERERF AR LG THE AL TRIORTZLT =
YONT T AMEERSH L UTARRIOR G R OG- R A RS
b, oy MHLENZZTCRLEETIE, Z2LT7F=0 27T
T ¥ MBI U721 H RSN Z T MEENT % F20 L 722 AR K D
EIRS24T) 2o BIBROMENRESNTVILLA I, KA
EOALMEL. 2R RS RSO REEICHET LS
Lo B, TTTRLTCVWAHE - HEIZY I ab—a UfERICE
IHBDTHLHI LD, FRETLITEEIBIZ LA 0, -
MEZRET 28, [9.2, 9.8.1. 16.6.2 ]

A EHTEME EAT T

(R EEMER)
2LTF=y M ENT
2T TV >60 >30-<60 | >15-<30 <15 BT
(mL/min) -
LA | 150~600mg | 75~300mg | 25~150mg | 25~75mg
li25mg | F2ome
130 1H1I8]
R 1M75mg iz HLIE2M | 1M25mg | 2531
FURE 1F20] pats 1H1E 50mg
1H75mg
LF 118150mg
1H1F
1M50mg
ot 1M150mg 1H3[ 1M75mg 125313 5031
R 1H2I o I e A
175mg 101 €
1H2Ie]
1M100mg | 1175mg
e | 1EI300mg TH3I LRI 1H75mg | 10031
R | Lo ik Wik e | 150m
1H/150mg | 1F150mg &
1H2 1H1M]

VE)ZEC LI, A 5 6RE I 0 & ARF I LGB % J06 L 22 0 > 3 =2
Loy VRIS,



GRMEBRIE S S &RE)

ILTFY MELENT
2TV R >60 >30-<60 | >15-<30 <15 | BOwESE
(mL/min) JHEE

1H#E 54 | 150~450mg | 75~225mg | 25~150mg | 25~75mg
1FH25mg 1[E125mg
3 1H 1]
T 1M75mg P HL<id2m | 1M25mg | 25Xid
i 1H2l prats IH1E | 50mg
1H75mg
1 118150mg
1H1M
11850mg
- 11150mg 1H3M 1H75mg 1253 5031
R 1F2 X3 wE | W gy
1H75mg 1H 1 g
112l
11100
LI
WEER | E2Bmg | E7Tsmg | 2o |[WHSOUT oog
(R | 1A2m LH3ym THIE PmE g
Wik 1H 1
1H75mg
1H2lm
FE)2HAZLE], ARHN P 5-6IRE[H] £ 2 © 405 BIILROEANT 2 Eli L 723860 Y 3 2

L= a UHRIZED

8. EELELNER

(heEHE)

8.1 RADFELGITLE DO F v, MR, FHRHEENSSDN, H
BHEFRICE S 26D H B DT, KAHKG hOBRFIZIE, HE)
FOEIEGRE L) BMOBIMEIEHSE L VEHIEET S
Z k. [11.1.1 B3]

8.2 RFO AW AT G Iz X ). IR, EL, B, TH. &~

RROGTES OMBIEIRDE D Sbh b Z Ehdbb0T, Y5
k5258003, A% L S AR R TR A =T
b2k, [7.15H]

B ARFOPLGIT X D ARERINE KT Z LD L DT, MEICTE
F L. I oOBEESD S b ad, Ay, EEpeis

OB ME 2T 2 &0 BT, RO 5 WITEY

G REBMAED 5N D I DD B0, EMITAK

WEH 2T 5 2 &,

A KR OPEG LD B BT, B8 SRS oORREE
HA L B WD D % DT, E“EH%E ’\ HEEIZOWCHZ %

’fT’)v(fE‘L BENED SN 2 WE T 2
Eo [15.2.2 K]

(FHEREEMER)

8.5 ARHINC & 2 M b E SR O HHR IR R FREE Tl 7 <ORHERE
BETHDHI NS, EHOKRKE % 25 EOBW K OHHEE O
T, RHZEREBEG LT e,

. RENEREFIHBEICHETIER

A BHHE - RIEEEDH 5 8F

A1 BEEOS - O ARLDEE

DMEREEZ AT 2BHICBNT, ) o MELREDRH Hbh
LZENHL. [11.1.2 ZM]

A2 MEFEORENG & 5 BE

[11.1.5 2]

1.3 ENREOERDH 5 BEXIEEED S 5 BE. HHE
EDHBEE

BAF DI 2 2 BlgE L
JE]

9.2 BREEREERE
IVTFEr s )T Iy AMEEBE L LTAR ORI
Gz s s 2 Lo AHNIE & L TREMMEAIRAIHEN
SND 70, MBEPRIEDE 2= ) BN RI LR 2 b
BEWHH L, [7.2, 9.8.1, 16.6.2 ZHd]

5352k, [15.1.2%

9.5 itiw
IR SRR LT W B e E D & 5 PEIZIE, T L oA 4 EDs
fabrtt % L M S BB EIZDREG 5 L. BFER
T, MRS (AT, BURMREOs A B, o, 51k
BIEEE) WA RAORE(REIRT, AFROIT, BRI
FUBOART, SEEIRLE, AFEREI T 2 R BAE) il ShvTn b Y,
.6 I
RAFE G AR M S5 2 L. Rk PR~
IO HNTWBY, [16.6.4 B ]
7 NRE
NS R G L Lo AR R O 2 R & L 7 BRI
EhLTWARV, BT v b TEIAREORZED T L K
R (600mg/ H) & M OBEERIZB VT, ARER (B 58
HEEICHER TR E L D) RO EANO B (— @Mk o R w8 n#p

e
#) B3 SN T B, 7o, RKERHTEO2M5 28 2 5%

THETEVERETS BOS DT A%, #9565 OBE#E TR IRIEL DL KA
W shTnzy,
9.8 EEE

BA VLT F=r )T T AEESE IS w. KSHEE
PHiT AR, EEICHEGTHIE, BEEFMMETLTVWSZ
LD\, [7.20 9.2, 16.6.2 ]

9.8.2 W F v, MR, FERMLSFICL DIRE LR L
Bihid 5o [11.1.1 B]

10. HAE{EA
10.2 HAZEE GRICEET S L)

AN BERAEAR - 4518715 B - fabRiA T
K e e BB WA GE, BIEDS A O 7z & DG | BPAY]
FE A VR | DD Bo
il
T¥ary FRAIBERE RN T K VLB By A% e 5 | ARG 22 1 T 12
=B S FAPN W U CARAAHMIAEHT 28| & %
Tha—V R | H D,

iRERE ] ¥ il
TEAT YV F T
VY EREERIE

%)

MAETFNE & OBMEEATREN TS
FHZRAL T2 BE T, I
VIR GHE, F SE oL &)
RIETLVATHEE D BTN D .

B A

AREFI % 5] 3 R
SFEA G T VY
Y RIEHIS)

FT VN T YRR ERHF O

XD KRR 2 TEHET %) X 7 A3
HELBENDG DB, 720 FTV
VYV SRIEFN ARSI S AR
RETISEI L, OAEAIEEIL
BALT 220D D720, KA EGE

B A

I ERCE e e 8 2 R e R
1. ElfER
ROBWEH DS HbN LT LB DHDT, Bigk AT, R
RO SN b:ﬂii‘:’i’é—%qﬂjlﬁ‘é&EJ@@J&L'E‘%?T;)Z?:o

1.1 EXLEMER
11.1.1 HEW(Q0%LLE) . IR (20%LL F) . BakE % (0. 3%A)
HF v, IR, ERNELD S b, B LEHSEICES2
OHWEDD L. [8.1. 9.8.2 5]

11.1.2 DF£(0.3%A) « ﬂﬁ*ﬂi(%ﬁf&? HH)
DAED) A7 B3 AHEBHTIE. BIEL
LN E I ER S 2k L. fr_&wt,ck’ﬁ%ﬁ

11.1.3 HEBBARAE (HEEASH)

ATV, JRDS
ZE, [9.1.12},5.711

3 AL H‘ﬁl?‘J CKJ:;% M e ORI A 7 a e v RS
Hobhizaicid, &5kl BYRLELXITH 2 L,
ERAN *ﬁ%ﬁcﬁ%ﬁéﬂl%f CELAMEREOEICERTLI L,

11.1.4 BFR£ (0. 1%Ai)
11.1.5 MEZRE HEA)
MRS O MEUED D S b b 2 EHhH b, [9.1.2 ]
11.1.6 {KI0¥E (0. 3%Ai)
W, BRI, Wit Rk, BRI E S O E R H 5
DA IS 2k L, @2 0E %2479 2 &,



11.1.7 BEEMRR HEAH)

Wk, IR e, FERGE O RARER T T B L

EH A 253
v RE DR

05N E XM, WECTHEOMAEZ KT 52 Lo
RPN g st b 7o a3 G- 2k L, RIBRE AV E

YR OIXGLE DMWY 25 WLk &

P

f1o2 &,

11.1.8 2 avy 7 (BERH). 7F+717%2—0.1%KiH)
11.1.9 REFSEIRAEIZE (Stevens—JohnsonfEEEE) (JHEAR) .

STATBE (LA

11.1.10 BIFERT 2 CHEEARHT) . FFHEREREE (0.4%)
BIEN 9. AST. ALT EH%5%0E ) R ErxdH 5bh b 2

L5 B,
11.2 ZOMOEER
-
1%L 1 %;i%: 0.3%Ki | B
A TR | TUIBOR e
SRBEE P BRI i
P 0K oA, fOAk| i
JebiE ok, i
P S T TS N T RTIE S e OE [y Wy T
W BULI. | 0% S, BT VAL A
WA, LI B9 DU MRk Rk, W
B R%e, VU K|, ) ¥ R —
Wk WEIREEE, |fi, 5=y
JrEre T
Bl
WERRE | 0T D I i, N B, AR, Sk, R
o T F| S MR, | e % A |H R
ks, SO I, MR, | RO, Y%
e G B, | A T R
SHIRIE. W T, KR 3
T V. AL, T
B, W,
s, IR
Bk, Kbk
T N T N e e A T2 TN T AT T T
BT | We. M. RSE|WE, BYEAL.
S VETEHIN, | 2 3 0
BUE. AL I 1k, O]
Mo, IR Bx. falik
T Ok [ P > % [T WL
i w
T i BEmET O R
. R, WA
SR, TIPERIR
LS
TR B, i
JE. 13TH
. W W R, . B B
S OHE GO R, B (B
B Bk ik
R R Bl . B iR . G|k, T
AL N, | RE. . R s
ik %o WAPUE. |4 TN
FIbs%
oW RO |5 Z 5 fdE. W BT, B E|iB
S B W T s, BT
W
YR AN AL NN
OV AL S DORRINE, |GG A5 R B
i DR A5
R ORI TRUEE. EIRIN R ZR
it i
AR L. B | SR, T
b b BPHLIE | BREAA
Jg. U5
W FIEHRE
s, SLBIA
BRI, 1B, [T, iR, |5k, . B |
ORI SR [IEHCENE, (B SR, R
hee W 7 B[ o
E T
I

1%L %ii%‘ 0.3%Kil | MUEARW
. il - B
RO &
P
WiHcReAE | fREHEN il CK 9 . | MR [k 7 )
ALTHINL AST| gt Ny
L T
5—CHIL L
oL rF=v
i
13. BEHS
13.1 Bk

15gF TOBBHEGHINHE SN TE D, BEERGRIZALNZ
FELERIE, HEIREE, MGR, SEELIRE. B0 o, i, %D
HEEORE, BHEREETH L,

13.2 &
AENZMBEENIC L D BREEND T En b, FHLTW LR
DOREBEIIS U TIEENT OEMEZ ZEET 52 Lo [16.6.3 ]

14, BHEDEE

14.1 EHIZFBEOEES

14.1.1 PTPREOFHHIIPTPY — b2 5B LTIRET 2 L9
HRET LT L, PTPY — FORRIKIC X D VS TR AT Ak
JEAFIA L, B3zl e B 2 L CHERmT 250 BE 2 & 00HE
T A LDV H D,

14.1.2 AHENEE O LSO CTHERE Z I X 5 & T %720,
K LTRIBTRETH Bo T720 KTRIHTHZEHTE B,

15. ZOMOEE

15.1 BRER{EA (CED < 155k

15.1.1 #HCEMS N A % G HEBOMTADARIIBIT 5,
TAD A RS2SR L L721990 7 5 1 R ) B R LB
DGR ICBVT, HRSERCHBRER OB A 7 P,
PCADPAKDRHBETT LR B LI L TR2EE L GiTA
HAEMITNEE © 0.43%. 75 EREE:0.24%). PLTADAEDIR
HBETIE, 79 e RBELHRI000AH 72D 1.IANZ W EFIE SN
(95%IZHAXFT : 0.6-3.9)0 72 TADABEDY T V—FT
X, 7 REELLRI00AH 72024 NZ W ERIFE STV AT,
) AANLIF CHTADP AR E LTRBERTWE A, AIICBI 54

FIDRNHE - A AL PR VNG, R RAE (SRS R T H .

15.1.2 FWEHH IS 2 2B OWHHEEHIZm o T Wi
WS, RFE L Sz B TR OERI AT I S h
Twb, [9.1.328H)]

15.2 FEERAREABRICE D (155K

15.2.1 29EW O~ A ABEERBRICB W T, RABKHETO
P MREEZEROMEL EOBRFERICH YT 2 AREOHGIC X
0\ R R I WIE O F8 R AN L 72 & MG D 57,

15.2.2 29EW D T v M BSABEERBRICB VT, RABKHETO
P e MREEZEROSHEL EOBERICHY T 2 AREOHGIC X
D IETVE 2 Ty MIEE RO S5 MR OB
BMLE0MENH Y. $720 T v b EHW MRS A3
BRIZBWT, AKEETOUC-7 L H3) » lk gt se o ki
MEKR T E A LD ENEIRTHo72h T v MK
O°5238 ) AP G- B T KR ISR 3 2 B S h
drolze BICET AEIEHOBEHKIZ TSI LREL Y E L,
MFEREEVIRIE 2 % L L7213~ 16 45 0 7 5 & Kl
RGBS O 7 5 L RHETIZ3.8%ITH L. AHIBE (150~
600mg/ H) T10.6%. M5k (SR IEE) Ti310.2%. #
MERGRE 2 3 & L2163k 5.0 7 7 2 Rut kb o 75 +
REETIE2.8% X L. AHIHE (300~450mg/ H) T9.2%. R
HBRTI39.4% THh o720 [8.4 BIH]

15.2.3 M5 v + OZIEHE L OCPIIIRIE B 2 BB VT, i
KEGEHETOFY e MEFEE D8 FOBRFERICHY T 54
oG LY JERRE OFABEIIM L 72 & OMEDH Y,



16. EYEHEE

16.1 MARE

16.1.1 BEZS
AARNEREE A2, 7L A3 50, 1000 200, 250 K% O8300mg (%% 5-
T6H) & M IR 3 G L 72, 3% 589 1 TCmax |23 L,
T12AZ 6B TdH - 720 Cmax L OFAUCo-«ld. 300mg F TO HHEHFH T,
B LT L 725

Pl Cmax  Tmax AUCo- Tz CL/F  VA/F  Ae

(mg) (ug/mL)  (h)  (ug-h/mL) () (@/h) (@) (%)

= 2.03 0.67 10.7 598 472 40.6  83.9
(0.40)  (0.26) 1.y (0.65) (0.4 (4.9 (5.4)
100 3.56 0.75 20.4 566 4.93  40.3  95.0
(0.67) (0.27) (1.3) (0.59) (0.35) (6.4 (2.7)
200 6.35 1.00 43.2 593 464 397 9.8
0.73)  (0.32) (3.0) (0.32) (032 27 (2.6)
250 7.18 1.17 49.2 557 515  41.0  95.6
(1.43)  (0.52) 6.1) (0.72)  (0.61) (3.8) (4.4)
200 8.25 1.08 61.7 580 491 409 977
(1.36) (0.38) (6.3) (0.62) (0.52) (4.3) (7.3)

MRS &660, TIflE (AR )
Cmax © i i fLAE P g
Tmax © i IUAE P 3 53 Ry 1
AUCo-eo + IILHE F i 55 -5 R HI AR TR
Tuz + A RE )
CL/F: RhFo&gs)75 A
VA/F : WA o554 55
Ae(%) : LA 5156005 M F TOREILRO R HEESR
16.1.2 REHRS
HA NERE LS 7L A28 > 11150 2 0°300mg (4-4% 5- 5 8451) %1 H 21a]
7H BRI 5 U720, 51524~ 48K TR H IR IE L, %57
HH®DT1203F 1 E16.02% 0631 TH - 720 % 5-7H H D AUCo-1213
BHEIHH O METH - 725,
Cmax Tmax AUCo12 Tz
(ug/mL) (h) (ug + h/mL) (h)
10 $B7TH EIH BTH IR ETH BIH BT
1m150mg  4.23 630 1.3 09 222 316 511 6.02
(IH2I|) - (0.72) (0.74) (1.1D (0.4 (1.9 3.6) (0.69 (0.47)
1M300mg  8.82  10.3 1.6 1.6 421 588 542  6.31
(1H2[E) (2340 (2.3) (1.0 (0.8) (6.9 (10.6) (0.87) (0.54)
S (B2 . %861
16.1.3 £YZHIEFMHEER
(FLHNY > ODEE150mg[HEAT/\])
TL A3 »ODEELS0mgl EH 723 & U ) S10DEEIS0mg%E 7 0 A F — /N —
PCE D, BERAB FICERZRIEE (T L AN v & L T150mg) % i
BRI AR 2L AR EE 2 Ly 15 5Nz 3 B g o X —
% (AUC, Cmax) iZ2\W>TI0%AE HAIX 11212 TREFHENT 217 - 7245 5. log
(0.80) ~log(1.25) DHEPANTH 1) . W DLW AR RIS ESHERR S 7,

HIE T A=y BENT A=

AUCo-36 Cmax Tmax Tz

(ug+h/mL) | (ug/mL) (h) (h)

K| 7Laoy voDsE|  32.265 6.004 1.01 6.40
I’f 150mgl & 73 | +3.529 +1.283 | =052 | +0.82

z

A -~ 31.822 5.825 1.18 6.36
jij | VY7 ODEEIS0mg +3.554 +1.395 | =043 | =0.87
FLHNY 2ODEE| 32737 5.503 1.10 6.22
71% 150mg[ #H 73] +4.133 +1.349 +0.60 +0.69
e 32.825 5.764 0.92 6.18

H g e . . . .
) 1) 7 OD§E150mg +5.115 +£1.387 | =0.40 | =0.74

(P + B 7, K7 UCHR n=22. K THH n=21)

- K7 LT

8
—o— 7 L /N Y OD$EI50mg[ #H 7 73]
6 --0---1) 1) 70D$E150mg
g T + KRR S, n=22
=
5
=
R
+
®
g

0 6 12 18 24 30 36

H 5 0REH (h)

- KT

8

—o— 7L /31 »OD$#150mg [ i 7 /3

6 --0---1) 1) 70D#E150mg
:,E\ P = B, n=21
)
32
=y
B
=
®
=

0 6 12 18 24 30 36
L5 OW;H (h)

MAE PRI ONICAUC, Cmax% 0785 X — 13, #EF ORIR, Kiio
PRI - BRI SR OB AIIC & » TRA Z WD D % .

16.2 DRI

16.2.1 BEOHE
HARNERRNLBIZ BT MR ROV ERICT L AN 2 %2150mghi
Al FE %G L 7D Cmaxid 2 214,952 083.22ug/mL. Tmax(30.947
T 083 37HER, AUCo-astE 2N 231,20 0728 .8ug - h/mLTdh -7z, L%k
H1ZB W TCmaxi3f35%E T L. Tmaxidf2 4R HEER L7245 AUCo-s
DT IIR8% TH - 729,

16.3 2%
HANERER AL, 7L A3 250, 100, 200, 250 % UF300mg (%% 5-
H66) % M AR B AR S L 2B 0 BT o 5 458 (VA/F) 134
QL THo7ze TUHNY VEMIERICHEAT Uy SIS % 4xii
WEED I, 0.76TH o720 7L HNY iE, 0.1~20ug/mLIZH T
BRI, FEAERE LD 722219 (n vitroikBR)

16.4 o3
TUHNY FIFEAERH T Z T v R FEEIA6H) 1IcHMC-T
LA 3Y) »100mg (107.9uCi) $e 5. JRHNC AN S N2z it ik 0 #999%7%
REKRTH 720 RPCHRIMESNZTLANY Y OEERBWTH D
N- A FIOVFHERIIR PRS2 D0.9% & L TR S L 7ze In vitroili
ZBWT, 7L AN »159ug/mL (ImM. 600mg/ H %550 5 H IRE D
Cmax®#10f%) TCYP1A2, CYP2A6, CYP2C9, CYP2C19. CYP2D6.
CYP2E1 K OCYP3AMZ NS % B X780 S 2o 7291012

16.5 ittt
HARMERER A, 7L A3 50, 1000 200, 250/ U0°300mg (5-4% 5- %
6f51) % A ET R I WML 13 G- L 2B O CL/Fld4.64~5.15L/h Tdh - 720
Z OO R HEERI383.9~97.7% Tdh - 727,

16.6 HENEREHT 2EE

16.6.1 =&
AEWEHIET ~ T8I D H AR NEHE RS i H 65112 7 L #7381 » 100mg % Hlal %
195 U728, Tmaxid1. 485, Ti2036. 32K CTH o 720 AUCo- L Y
Treld, EHEIEESEE IS 7L A3 2 100mg % B8 G L 72 & i
L ThTMNTHR B OILR T 2 W25 S iz,

Cmax Tmax AUCo- Tz CL/F

(ug/mL) (h) (ug + h/mL) (h) (L/h)

Tk 3.24 1.4 26.6 6.32 3.82
foti=a (0.55) (0.5) (4.3) (0.82) (0.65)
TR 3.56 0.75 20.4 5.66 4.93
Elgen e (0.67) (0.27) (1.3 (0.59) (0.35)

M FEiRE G- #5661, PIafi (B 72)



16.6.2 BiAEEERE

(1) HERE D F 70 B EBRH 2661 % M 502, 7L #/3) ¥50mg Mk L% 5 L
7oRE, BRI > TTidER Ly AUCH<2M L 72 CL/FR O
BrT7SVACL)RZ LT F=r 2075 Y ALY BHEATF—%),

JLVTF=V Cmax Tmax AUCo- Tuz CL/F CLr
VAN P (ug/mL) (h) (ug+h/mL) (b))  (mL/min) (mL/min)
>60mL/min 186 L00 159 0.11 5.5 49
(n=11) 039 0.2 @4 28) (76 (23.6)
>30-<60mL/min 153 1.29 282 67 306 15.4
(n=7) 029  (0.39) (5.0 @n @3 7.7)
>I5-<30mL/min 190 193 523 2.0 16.7 9.23
(n=7) (0.62) (1.48) (11.7) 6.7) (3.9 (3.37)
<15<i‘:Ll/)m‘“ 160 L00 101 87 830 430

Pelgai 1 50mg (B, FIfE (BRE(R 22)

CLr: 27075 A

(2) BERE MBI RERET
83BN DB F (HARNATABI % & - REHEBBRATOBI, AFRALIS T4 e e
2600, BEIRIPE AR AREREE (P O S & A3 B A 15400 [ OHAE A
IE B H22400) & xb G & U CRHERIZE MBI REMNT % F20E L 724558, — I
ZELI-a V8= AV PEFVHPEE SN, R L LCCL/FICH LT
V7 F=v 27T v A(CLer) RUOBAMRE, VAd/FIZk L CBML #A
RE, YRR OGS E SN225, TUANY) v OSBRI R E 5 2
SHHT-L L TIECL/FICH T ACLarSEETH 5 L& 2 bz, HikhEREE
BEIZBOT, CLerDETFIZED, TLAN) Y OCL/FIHME T3 5720,
Clerfizx % L Lok - HROREALIETH 5.
F720 HA N OBE BRI Pk A AR B E 12 E S B A 2B W T CLer s
30mL/minkk E60mL/minA&ii§ KT LW 2 BHICT L AN Y 150mg % 1H
210l SRR 1% 5-(300mg/H) L7z & g HIREEIC BT 5 AUCo-12(AUCo-12,55)
DEFMZEDHEE ML CLer?60mL/minh EOBHIZT L A3 »300mg
Z 1 H 200 SRR 1% 5-(600mg/H) L7z & & [F U THh o720 CLer*30mL/min
PLE60mL/minKii O BH B2 7L A N) D7) T T 2 AE, ClerA®
60mL/mink EOBEZ O TH -7, [7.20 9.2, 9.8.1 BH]

JLTF=Y g AUCo 12,5 CL/F

VA NS /S S (ug + h/mL) (mL/min)
>60mL/min 1111300mg 75.5 69.2
(n=31) (1H2[m) (17.1) (13.8)
>30-<60mL/min 1111150mg 80.3 32.3
(n=14) (1H2[m) (16.5) (6.34)

SRl (R (R 22)
16.6.3 MK EITEE
MEBHT 22T T BB 1260127 L #7728 ¥ 50mg % HIEFRE 15 L 721,
AWERI DM BRI & O M7 L A8 VB3 #50% % TR L72e 20
WDFENT2) 7 T ¥ Z192mL/minTdH - 7219 FHEAF—%), [13.2 ]
16.6.4 BILIF
PERI2:A M DL E o 3L (1061) 1. 7L A3 2 150mg % 1285 & & 12
B 5-(300mg/H) L7287 LAY VG EFLICBAT L. BFUhoEwIR
TBIZBU 5 I, BERIEER OR76% TH - 720 LD TP REFLIE
B2 150mL/kg/ B EET B L. LAY YOFLR~NDIH B2 D
IR FE %0, 31mg/kg/ H (R E L3 5 L B G- m 0 fy7%) L e
Enz? BHEANTF—%). [9.6 3]
16.7 EMHEIER
FLANY YixEE LTREAD T FRPICHHES R, & MZBWT
FEAERBFEINLZ LR, FRMBEEAICDHEEGLEZVZD, T
AN 2 HSIERYAN T A % 5] &2 & 30 VIR Y10 (EA T — %),
16.7.1 HNNF
TVAINY L EHNRYF 2 OFEYHESEOWT, EHERALLE] % 5
ATV AN 2100mg K O A /N Y F 2 300mg & Hill i 5 L 72kl &
OMERERE A18IIC 7 L A /3 ) > 100mg e S /83X ¥ F 2 400mg % A% -
(e H5-TTbe - SHEM]) L7zl a 920 L CHGRT L7zo Z R, HMmPey &
URBEHRGOWTRIZBWTYH, ZTLANY YOBHICE > TH NNV F
Y OIWEREIIEA L oz oy TLANY T OWRIEEE Z A SR
YF B o THOEFMPIET L7225, WG IS IZ BN R h o 7219,
16.7.2 BOBEE BB/ IVIF > KO ROIFZIIIZANSITF—ILD
=3
RIS 2t 16090 2 5 G KR I TREAR3E (FEE /v =5~ > R a v Img L OV = F
ST AN YF—)10.035mgDAHITHLE) & 7L %73 » (113200mgl H
3a) RIS G Lz, FLANY YD Vs Y Faro
Cmaxid 7 LAY v IEBEIKE & IR L T2 ke, 7L 7N LBk

AUCo2ld 7 L AN 2 e IR & FlE L T16%3E L. T L ANy »idk /v
IF Y NO Y OEYIREISEEL RIS b ol LAY VIO
FENVIA DTV F =N OCmax L N AUCo24lE. 7L AN VIEGEFIRE & T
L TZENZENS% B 4%HIML, FLAN) NG F VI AT VI —
WV OSEWEREI B A LT E e h o7z o, BIOMLIRIZ 7L AN v o
MAEPREEE (b T 7B A JUT S e p o 72192,

16.7.3 OS5 /L4
TR 1261 % 0H G 7 L A3 & (1300mgl H21) % RS REH% H5-1%, o
S84 (Img) Z PG L7z, 05 €8 0Cmax P AUCe«ld. 7L #
NV IEGERIRE S LRI L CENEN6% L U8B ML, T L AN viduagE
INADOIEWIRE B A FUT S ol Fow BT ERAGEHEO T L N
VY OCmaxid, B7EXAIEBEHREL D2%HIML . AUCo12131.8% K<, 15
ENRET VAN OSBRI EEE G2 e otze TLANY 20T
ERAOPNC LY, FRIIBSEE S OHUGE BB AR I 350 ) 5 SURHEE R I 5
SEHS, AP R A RN T 3 2 2520 Sz,

16.7.4 #%>aFK>
FERER A1260 % 2 5202 7' L AN v (1101300mg] H 2[00) % SUERR 855
¥ a Ky (10mg) # S L2k, %23 F ¥ OCmax L FAUCo-«
E LAY YIERRHREE R L CENRENL 1% K TN9.5% AP L. T
LAY JdAF 33 K OEWBIBIEEY LTS hhol, T2, 4
Fya N UBEREO 7L A8 Y OCmaxid, FF ¥ 2 FUIEGAREL Y
4. 5% 5 7275 AUCHl3FREETH Y., FF3a K g7 Ling v
DY HEE L2 R otze TLANY) Y EFFT AR OPHIC
L0, FRIBERE X OSHLGHE B BERE LS 31T 2 SUGHE R IEA 35505, HA
GRS A THMAN AR T3 2 025380 5722,

16.7.5 T4/ —JL
TERER L3602 5 512 7 L AN ) >~ (111300mgl H 2I) % R AERE 1% 5
. =% 7= (0.70g/kg) % PG LK =% 7 — L ®OCmax KO
AUCoheldy 7L AN v IEGEIRE & b L TZN218.9% K UM9. 6%
BL. TUHNY PGy ) — VOEY BRI E Y LS hd o7,
$720 2y =D S L AN Y OCmax e FAUC121d, =% /) —
IVIEDEHTRE & Jig L T2 N2 N21% K 1% 700> 72725, & DK E
Y 2 2 TRARVEEZ LN, TLANY YLy ) — VORI
WX 0. FRABEE R OHLAGEBIBE AR 1C 3510 B PUGHUE R ARS8, M
HIPE G- AR THIMAIAR T 3 2 {2580 5 v 722,

16.7.6 7T=h 1>
7z = M Y HAIDOMERE 52 X D IEIRDEE LTV B R AFRG TADA
BE10P 23517 L 73y v (1200mgl H3M) % AR % G- L 7285,
TUHNY) V3T 2= M OMBEFHRE (T 7)) 188 RITE T,
FLT 2= M YA TV O BEIEEE G X o 72,

16.7.7 HILANTEE>
HNNTE Y VA 2 MRS SN TV B IRATAD» ABEL26 & 14
7L AN 2 (1200mgl H 3 % SR OG- Lz, 7L AN »
AN LY Y ROZE O (10,11- TR F > F4K) o i g g (-
T ITHEERITET, TN EE L T LANY v OEYE)
BIEBE G Z e ho 722,

16.7.8 /N 7O
SV TaEEF MY DA EH RS SN TO LA TAD»ABE1260% 5 5
W27 LN v (1RI200mgl H3IR) % AR G- L7z, T LA sidsv
T OO MBI (b T 7MNER T T ST, F 07 aiBb 7L ANy
> OFEWY TR B R G2 e dp o722,

16.7.9 SEFUX>
FE M) F & HAITHERHR S SN TV LA TADABFHI260 2 R I27 L
#31)  (181200mgl H 300 2 SAERRH G- L7z, 7L A N) JiEFE M) F
> OMMETEIE (b S 7 ERZ RIS, TLFENIF R TLAN) >
DIEWBRE B A 52 e ir o722,

16.8 ZMfth
ZL731) 2 OD§E25mgl I 7 /3 7 L4 /31) »OD$E50mg i 723 K
O 7L A3 Y OD$E75mg BH 778 1, [ hs i 2 2 # C BB R A o 4
WA R SEPERER T 4 N T 4~ (PR244E2 20 A AL T022945107)
WS E, TUANY 2 ODEELS0mgl i 78 | Z B RA 2 Lol &L
IREIAEL L AEWFRSEE Ak ST,

_5_



17. ERPRAXE

17.1 B RVORLSMICEET 2158

17.1.1 BRT 7 £ R A BHER
FAREIE AR B E A NS  L 2213l G- o ZHE LG I B
T EFHMEA T 5 BHGHIFOUHA I T E T RO EB N THY
L HNY ¥ 300mg/ HEE M 0600mg/ HEECTIE 7 7 & K HE & ik L TRtat
A AU SR W,

AR LA ORITEMSEBIRIE, 77 1R RET51.6%(128/24861).
T VAN BET82.4%(206/250%)) Tdh o 720 LZRINERIE, IR (45.2%).
TFEIED T (28.8%) AR (14.4%) fHRA(12.8%) TH - 72,

17.1.2 ERRPAREGHER

RIS T I P 12600, B T AR e e S LA ) i S 123
B, A AR 10651 34 FpAR A A e PR (FF B AG eeia, i
R RII. £ FEMERLAE (20 9 90) A 10361 & 3 4 & L 7 Rl -k

BT O PN 2 3 7Y B (3D 52:8) 12 BT B9 A DR (0~100mm D Visual Analog Scale
BelaE BN 75 R DE , THAKRE VI LROIAERT) OTFHMETREOLBY TH- 7227,
R e | roswmmm) | P A (mm)®
ToeK | o7 | saz=09 | - 1 .- AN A4 R B BETRAHHA R LR P
PN A S i 34 (1 > Es S i 3 (o
TVANY ¥ 36 4.8140.20 £0.31[-0.85.0.23] 0,262 ARG | PR = | BPEIE P + AR A
Wome/W | P4 126 62.0£19.0 123 52.8+21.7
37;01/ ﬁ;’H{ v 89 4.26+0.20 -0.86[-1.39,-0.32] | 0.002 12:8 116 35.3£22.3 119 30.0+23.0
i S ) O S 2438 105 34.0+23.0 112 27.7+22.0
TV HNY v
N 97 4.49%0.19 -0.63[-1.15,-0.10] 0.019 523 94 28.3£22.9 97 24.8+20.8
600mg/ H¢
a) BEBRH 235 H RL RS 2 9 A 0 Hakh 55 L 72 LA o F 4995 A2 2 7 [0 G & I ADE (mm)?
L) A 510(ZHELEAWEA) OB CRHli S i, 2 3 725K EWIT LN SEA SRR AR G
A E IR ] Ey— R Oy A
it Piga el | RFif) I+ B
DY B OCLer & -, <R 5 4 > I A 37 & AR L F % 5 Borbr | RO | PROM- BB | REOVR | TR
OZLTFZY YT T AMENM (CLer) 12 & 5Ty 30< CLer<60mL/min D4 B 106 61.8+23.5 103 67.1+16.6
B#1212300mg/ H. >60mL/min B 12 13600mg/ H A5 S 1z 1238 104 48.9+23.3 08 44.3+26.9
LAVERHIN R B ORI FEIRIE, 7T & AHET43.9% (43/9861) | 28 101 48.3+23.8 92 46.3+27.1
7L %8 ¥ 150mg/ H#EC57.5% (50/87f1) . 300mg/ HEETT73.0% (65/89 523 87 47.1+24.8 85 44.9+27.0

Bl). 600mg/ H ¥ T82.5%(80/9761) T - 7o EREITEMIZ. FEE
B F W (31.1%), IR (28.6%). FHL(12.1%). AR HERE(11.7%) T
Holzo EERBIVENIZ. 150mg/ H B IR ZELF) (505 0 R .
300mg/ H BEL 33 2 /R MU o 1EI240 (it © ) ASs Sz

B PRI I A AR R A D i B A G & L 13 A M G- 0 —mE R
JCBGRERIC BT, FEERHMITE H T 2 Gl O FIH A 2 713 TR D
LBOVTHY, LAY »300mg/HIETIET 7w RHE & IR L CReat
A B R UGEATRD H AP

TFHII O 2 3 74
B ey | f,y’im FIRREDHE "
AERRL | " LAl /N [959% 5 B 1 pf
TR | s | 0
7Ibk 135 | 4.83%021 -1.200.21 - -
VA2 AV -0.63
+ -1.82%
g 11 134 | 4.200.22 1.82+0.22 CLoo-o1m | 0007
FUHRY Y 0.74
4 4.08+0.32 -1.9420.32 -
600mg/HY g 0803 0.3 [-1.39,-0.0]

) BEBRE 3 H LIRS 2900 A 0 H ek & S L 72 LR o SFE349% 06 2 27 [0 (i &
L) A H10(SHELEZRWiiA) O1EREFCEMi S L, A2 7HRE VI LW
A ERT ]

e) B G MR O CLerE % N1 N—=RAF 4 Y OEFGA 27 % W2 H L § 5 L5855
W G iFEMBE DI A T T DNR—= A5 4 U S DELFICBIT BT LANY ¥
300mg/ H#EE 7o LKL DI FEHME L7zo)

)z L7F=r2)7F >y ZHEEM (Cler) 12 & T\ 30< CLer<60mL/min @ #

BRe#iix300mg/ Hy >60mL/min D BEER# 1213600mg/ H A% 5- Sz,

PR SR O BIVER B IE. 7T 1R EET36.3%(49/13561)
7L A3 »300mg/ H#HET56.7%(76/13441). 600mg/ H & ¢80.0%(36/45
B) THoteo ERBIVEHNE. FE8ITED v (300mg/ HEE19.4% 5% 0°600mg/
H#37.8%) . f#lR (300mg/ H#£20.9% &% 1°600mg/ H #£40.0%) . A k7 IE
(300mg/ H #£12.7% K 1°600mg/ H #£13.3%). AR FEBEII(300mg/ H #E11.2%
K O600mg/ H#E11.1%) TdH o720

HRAHE I IE B 2 R & L2163 M $ G o0 Tl EMRILEGER IS B Vv T,
T H T 2 EFHIiIRF O A I TIETROEBY THY, 7
L AN VB (300~450mg/ H) T7F L R H#E & ik L CREMENICHE
R b

FRAFRS OPERG A 1 75
EraERii /N3 S 7T R E D
ey | N CEER | 7T EREDE
SREEE | [9S%ERIKR)
A AN 248 5.45+0.12 - -
TVHNY Y -0.44
300-450mg/ H 20 501012 [-0.78,-0.11] 00046

o) R AV H AL 29 A O Hko S 5 L7 LB o F39%%8 2 27 [0 G &
L) H10(SHELEZ WiiA) O1ERECRMii S /1, A3 7K E WIT Ll
Jii A& R T ]

h#GHEER T N—2 T4 Y OEIFA T & WAL R L5 5 5T

_6_

a)0~100mm® Visual Analog Scale CEATK & W IF EHRVFEAZ R T o

] PN R 3 5 0 G DRI i) (2 5\ T S A PERTHR S il T D R
PEHIET8.6% (99/126B1) 12783 S AL, F 4 EINERNZ R BITED £ (28.6%)
AAEVEIRAE (16.7%) IR (15.1%) ., AR (13.5%) TH - 72,

] PR 005 5 S O B 2 AR AR 555 2 A8 ) IR 1o s T etk
AP G50 D EIVE I 70.7% (87/12360) [CED S, EAEIWER L,
e (22.8%) . PRFELI (22.0%) . FEITED £ (20.3%) TH > 72

FE A 335 5 SRR GRLATE A E) 1S B\ T e AR T AR G B LS R I
84.0%(89/106B)12 72O AL, L Z2EIVE NI (26.4%). FBTED F v (24.5%).
ARFEBIIN(18.9%). FEHE(16.0%) Th o720 RIWEHDTEIELIL, £ AMEETH Y,
FEDRWENERRO SN o7

FEI PR 1455 SR (PP AR P AR S S PR (2 B\ T AT 5 2 IR SR IR R
B O EIEEASEAL L 728 B\ WIZATR BRI B 721 23 BLL 72RIFE IS,
87.4%(90/103NIZFED S, FARIWERIL, HHR(48.5%), ARIELLN28.2%).
TFEIED T (22.3%), ARIVETEIE(17.5%) Tdh -7

17.1.3 EREHFERRAR AR

TR RN 2 R L L7168 5-0 ~ HEMILEGERIC B WT, £
FEEHIIEE Th 21N OER{AITIE TEDOEB)THY, 7L\ YHE(150
~600mg/H)T7 7 LAREEE I L CREM AN BB S0 Sz,

PR AT T
N N S0
o HROR=25 1 ~ SR D
FO | ALOTHELR TEREOE |
e | BT
e =) TR
Zok 106 1.07+0.149 - -
ERDE
17;07600;; /;’ 105 1.66+0.157 0.50-0.98.-0.20] | 0.0032

a) B OFGE, 150me/ HA HBAG L. 5528 X Dl Bk E 17, A4 T

R PEE L 72 @ i S CHEol A O 16 F CHEFRF I 2 2 L & L7z,

b) BB A H AL 20 A O HEE0Gi & 22 L) 2> 510(Z Bl E 4R Wi d) D11

BRECHM SN, AT TAREVIEERVIEAZRT ] A S5 L2 H# (16
M) DIEIGA TT DN=R T A 95 O % P 5 M T L7z,
B ONR=Z T4 V95 DL LE=

[FA#6 (1658 1H) OFIGERGA A T-R— 2 T 4 ¥ OFERF A 2 7] x [KH5
B OPEG I /A 5 (16:814) ]

OBGH L OHRE W, N=2F 4 Y OEFA T ROFAIHT 2 8HOFF

filid#A 37 % 34k &5 B 35T

PRI S R O RIE I S BI#1E 7 T & R#EC46.7% (50/10761) . 7
L AN CBET67.0%(75/11200) TH - 720 FREIEMIZ. IR (33.0%).
FETED W (17.9%) . KRUEFIE(11.6%) TH - 720 EEREIEIE. K
MUBERE LB A3ty S A, ML 720

17.1.4 SHE 7 & R HBHBR

HHIREE R 2 R & L I ERILEGEERIC BT, TRl
HTH 2R OBIFA A TIITRDOELN THD ., WIhOHERIZB W
TH 7 LAY > 300mg/ HEE ) U600mg/ HEETIE 7 7 &R HEE LR LTl
FINAT E A YEDTRD SN T,



] IO A7
HRARR |y e R ATY | FouREDE
(R ey | PN TR s i
B e | oswamn | O
SR AR S
1 TR 93 6.14+0.23 - -
AEM) [Sy e T T ow T
i .
150mg/H 87 5.26+0.24 [-1.53,-0.23] 0.0077
VA PAY NS -1.07
+
300mg/H 8 5.07=0.23 [-1.70,-0.45] 0.0016
VA VAL IV -1.79
X 4.35%0.24 A
600mg/H¢ 8 30 [-2.43,-1.15] 0.0003
SHE L THIAR
2 TR 87 5.59+0.21 - -
GEM) U mnsyy| | o014 |
75mg/H 83 5.46=0.21 [-0.71,0.43] 0.7999
VA WAL IV -0.07
2 .52+0.22 .
150mg/H 8 5:520 [-0.64,0.50] 0.7999
3 TR 81 6.33+0.22 - -
T e N N a2 |
1 14=0.22 : 2
150mg/H 8 g 0 [-1.81,-0.58] 0000
A AR IV -1.57
*
300mg/H 7 4.760.23 [-2.20,-0.95] 0.0002
4 TR 84 5.29+0.24 - -
R eyt i R R PP R
i .
600mg/HY 8 3.60=0.24 [-2.33,-1.05] 00001

a) el AV H RS 20 A 0 H ik & 5 L 72 AR o 3956 2 2 7 [0 G &
L) AB10(SHEL B viia) OB TRl S, 22 705K EWIF LR
JifiA %R o]

b) BRL L O« $e 58, Mt L OCLerfg 2 1. "= 54 Y O¥EwAaT &k
% &3 B 3T
REE2 O3 PGB ik 2 T, R—A T4 Y OEImA T AR LT
% 35T

) VL7 F=v )T v A (CLer) 12 & - Ty 30<CLer<60mL/min @ # 5k
#1213300mg/ H. >60mL/min D #ER#H 1213600mg/ H 258 5- S 7z,

AHEH POBRERLIC BT, RAaVERHilie S 6 h o IE R BIZIE 7 5
L ARBET39.8%(37/9361), 7L H31) »150mg/ H#ET59.8%(52/8741).
300mg/ [ # T64.3%(63/98B1). 600mg/ H #: T74.4%(67/90%1) TH - 70
FRREEM . FEIE® F v (150mg/ H#E16.1%. 300mg/ H#£32.7% & O°
600mg/HH#E36.7%) IR (150mg/ H#E9.2%. 300mg/H#E11.2% } 1°600mg/
H#£25.6%). AgPE7IE (150mg/ H#£12.6%. 300mg/ H#14.3% } 0°600mg/
H#13.3%) ThH -7z, HEEZEITERIZ, 300mg/HEEZTF7 14 7 F ¥ —FRIK
1B, 600mg/ HAEZIRB Ik 6O F v /BRI /5 T3 / AR Pk 35/ i o>
SUASIBIICHRE S, IR b EE L7,

AHEISS T/ MAHGRER2IC B\ T Rl S O RIWER S BISIE T T &
REET25.0%(22/88%1), 7L A3 »75mg/HEET32.1%(27/8441). 150mg/
HH#ETA1.0%(34/83B1) T > 720 ERRNWEHIZIFB D T (75mg/ HHES. 3%
K ON150mg/ H#E14.5%) K OMEIR (75mg/ HH#E7.1% K% 0°150mg/ H#9.6%) . 11
Pz 15 (75mg/ H#ET 1% K O 150mg/ H #4.8%) . 5541 (75mg/ H#E1.2% S O
150mg/ H#£8.4%) % CTH -7z,

AREISS T/ TAHRBR3IC BT A kaFfiixd S Blh O RIEH BRI T 7
& R BET39.5%(32/8161), 7L A3 > 150mg/ H E T50.6%(41/81 1)
300mg/H#ET67.1%(51/7661) T o720 F4EIVEHIZFEIED v (150mg/
H#12.3% &% 1°300mg/ H#$26.3%) . I (150mg/ H#14.8% 2 U¥300mg/ H #
23.7%) INEZE(150mg/ HHE9.9% 1 0N300mg/ H#6.6%) & Tdh - 72, EEE
ZRWERIZ. 150mg/ HREICEEEL, O EMEIAMIGE, OB EATENR /D2 0]
AHIGE O3B S Tze TNHDIRKHIOWT, LEMNIIMIGE, O
B EASEENR /D2 VDG R AR, $ETRLIX IS ATRERE S 7z,

AHESE T/ MATRERAIC BT RatEHlie R BIhoRIEIZEBIERIE 7 7 ¢
RBET36.9%(31/84%1), 7L A /\1) VHETT3.0%(65/898) IZFBH B, Fix
RV LR F 2 (27.0%) . R (23.6%) ARG RIE (13.5%) IAEZ
#5:(10.1%) 558L(9.0%) KOS FHH:AT(7.9%) 55 ThH o720

17.1.5 SE R 5HER
WIS SRR R E R MR L L R 5B (15400, iR K312 4%
5) BO22756), HR1728E5) (2B B AR D ME O P T RO

LBYTHo 0,

9 A D HRE (mm)

FEATRIRE £ Rl b ekl Rl G-k

AR | Tl = RS | RRAEIR | T = BREE(R E

e 154 69.4+18.7 275 67.3+17.9

oW | 14 | 128261 | 21 | 10.3:25.4
oW | a | 055251 | 173 | < 4145249
Cosom | ¢ 63 | 38.3:24.6 | 12 | $.7:24.2
Sl | 2 | %.8£23.2 | 8 | 25:U.1

a)0~100mm® Visual Analog Scale CIEATK & W IF EFRVEAZ R T o

B G RBUC BT ks i R 6 o BIEHNE75.3%(116/15411)
RO LN, ERRERIEFEETED 0 (20.8%), fRFEBHN(14.9%), R
(13.6%)\ FHILIZ X 2HM05(9.7%) . TINEEHR(8.4%) AR TR TRIE B OV (%
7.1%) MEFIE B O HEAN(466.5%) S5 CTdh -7z, WEREEMIE, FHikick 44
BE3Bl, ESVEEIR, SEBRREE, K N A, b ST MIGH OEE EN
HHIUR, e/ S0 & B MG/ i & BAME OIS AR S, Wiy
AL 720
B GBS BT, Atk aP e S 0 o B N 65.19% (179/27561)
DS, ERREIERITZEITED 1 (16.0%) ARTEIRIE(12.7%), fEiR
(10.5%). MES3HiE, HHHL, ARTERGN K OTE (455.8%) Tl (5.5%) %5 TdH -7z,
WEREIERE, WA, TR &G/ JAN O3 A S S, ZoiiziR
FENZARESE, B THo7

17.3 ZOfth

17.3.1 BBEOHEHR
HARNERBRA 2R E UCTHEER L OERIZT LAY ¥ %2150mg b
REPG L 7R 0Bt $ v o B BIRIE, £1%555.3%(1/196)) &It
AR 5-30.8% (12/3961) TR Ao 7249,

18. ZEhkiE

18.1 1EA#F
T U AN IHREARERIC B TEMARLEE D V2 5 F X 2OV O
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